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FOREWORD - AUTOMOTIVE QMS STANDARD
AE—AERETEERRE

This Automotive Quality Management System Standard, herein referred to as “Automotive QMS Standard”
or “IATF 16949”, along with applicable automotive customer-specific requirements, ISO 9001:2015
requirements, and 1SO 9000:2015 defines the fundamental quality management system requirements for
automotive QMS Standard cannot be considered a stand — alone QMS Standard but has to be
comprehended as a supplement to and used in conjunction with ISO 9001:2015. 1ISO 9001:2015 is published
as a separate I1SO Standard.

RIEZ R IR R (RSN YRS QMS FRiE” B “IATF 169497, % [F)3E F IRI7A 20 I 25 4 o
3K, 1509001:2015 ZEK LK 150 9000:2015 — 2 5E X 1 AR AEAE 4 SO SR IR 5 A1 2 2R R AR Joft
EIRRIER . BRIyttt 754 QMS SRdEARERAIL Y — AL A o B BAA R AR, T2
150 9001:2015 KN FEHEAT AR, F£5 1S0 9001:2015 £5418 . 1SO 9001:2015 & —FB B H e fr)
1SO #rifk.

IATF 16949:2016 (1 edition) represents an innovative document, given the strong orientation to the
customer, with inclusion of a number of consolidated previous customer specific requirements.

IATF 16949:2016 (3550 & — M 8IFCIF, BEHEE T HiE SRk, S84 1 V2 LAl I B R E 2
Annex B is provided for guidance to implement the IATF 16949 requirements unless otherwise specified bu
customer specific requirements.

Fiy=% B LSt IATF 16949 ZERIN S AL, BRARMUR K € BR A A ME -

HISTORY

hse

ISO/TS 16949 (1% edition) was originally created in 1999 by the International Automaotive Task Force (IATF)
with the aim of harmonizing the different assessment and certification systems worldwide in the supply
chain for the automotive sector. Other revision were vreated (2" edition in 2002, and 3™ edition in 2009)
as necessary for either automotive sector enhancements or ISO 9001 revisions. ISO/TS 16949 (along with

supporting technical publications developed by original equipment manufacturers [herein referred to as
OEMs] and the national automotive trade associations) introduced a common set of techniques and
methods for common product and process development for automotive manufacturing worldwide.

ISO/TS 16949 (ZF—f) ¥ i E PRV 4EHESN /N (Internationale Automotive Task Force, IATF) 1%
T 1999 4F, BIE MR RRRIAEAT AR A FVEAE SR R S, BEIRZEAT G TR EL 1SO

9001 EIT IR EE, A T HEMA (2002 )5 AN 2009 5 =). 1SO/TS 16949 (iE[H &
BB HIE R UASCP IRy OEM Y AN E SR EAT W TR SRR IEROR R 5IANT —%&
& T ARV 2R 3 L [R] 7 et R AR T R WA TV

In preparation for migrating from 1SO/TS 16949:2009 (3" edition) to this Automotive QMS Standard, IATF
16949, feedback was solicited from certification bodies, auditors, suppliers, and OEMs to create IATF
16949:2016 (1t edition), which cancels and replaces ISO/TS 16949:2009 (3 edition).

TEHES I 1SO/TS 16949:2009 (25 =h) LR B AVLL QMS hriE——IATF 16949 JdFEH, fER TIAIE

UK. B, SRR OEM IR L, IATF 16949:2016 (55—hR) [IBIEIESS FHUL 150/TS
16949:2009 (=)

The IATF maintains strong cooperation with ISO by continuing liaison committee status ensuring continued

alignment with 1ISO 9001.



IATF JEIE RELEBRE 2 =W Sy, S EPrFRAEILZZ (Internationale Standardization Organization,
150D TRHFAE SRA G TE, BifRIFEES 150 9001 fRFF—H.

GOAL

B

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

ARG QMS bRt H bR LR BERIEE T AR B RF St . BRI BREE TR, DL AR/ AR ZE AR B ) 5
HEEIAER,

REMARKS FOR CERTIFICATION

BRINIER A

Requirements for vertification to this Automotive QMS Standard are defined in the Rules for achieving and
maintaining IATF recognition.

SRAFIF IR IATF AT RN P RE T ARSE AT Qmis FRdEREAT IR 25K .
Details can be obtained from the local Oversight Offices of the IATF cited below:
TELERE L AT DL E BRIR A /NI 2 B T 8 S AR A

Associazione Nazional Filiera Industrie Automobilistiche (ANFIA)

Web site: www.anfia.it

e-mail: anfia@anfia.it

EARFNRETI 2 (ANFIA)

Mk www.anfia.it

e-mail: anfia@anfia.it

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

e-mail: iatf16949feedback@iaob.org

K[ E A EE (1A0B)

Mk: www.iaob.org

e-mail: iatf16949feedback@iaob.org

IATF France
Web site: www.iatf-france.com

e-mail: iatf@iatf-france.com
IATF France
W3k www.iatf-france.com

e-mail: iatf@iatf-france.com

Society of Motor Manufacturers and Traders Ltd. (SMMT Ltd.)
Web site: www.smmtoversight.co.uk

e-mail: iatf16949 @smmt.co.uk

FEREHE SR e (SMMT Ltd.)
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Pdk: www.smmtoversight.co.uk
e-mail: iatf16949 @smmt.co.uk

verband der Automobilindustrie — Qualitats Management Center (VDA QMC)

Web site: www.vda-gmc.de

e-mail: info@vda-gmc.de
MREVRE Tk e —— P EE # L (VDA QMO
P3k: www.vda-gme.de
e-mail: info@vda-gmc.de

All public information about the IATF can be found at the IATF website: www.iatfglobaloversight.org
&% www.iatfglobaloversight.org T $8 21| Tf < T IATF FIA T E R
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0.1 GENERAL

0.1 M (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The adoption of a quality management system is a strategic decision for an organization that can help to
improve its overall performance and provide a sound basis for sustainable development initiatives.
K o B BRSO AU — TS TSR, RERS T B LR M B AR GIRL, S AT RFAE R R BE R
SR
The potential benefits to an organization of implementing a quality management system based on this
International Standard are:
ZH MR AR v St o B AR AR A T R I AE AR AL

a) the ability to consistently provide products and services that meet customer and applicable statutory

and regulatory requirements;

a)  RRELFRALIH L A HE R UL R d VAR SR R = il R 55 1)

b) facilitating opportunities to enhance customer satisfaction;

b) R RS iR A R L2 s

¢) addressing risks and opportunities associated with its context and objectives;

o) NN ZAPRETAN H AR AH I KRS AIHLIE 5

d) the ability to demonstrate conformity to specified quality management system requirements.

d)  UESERTEHLE 15T B FAR R ERIVAE T
This International Standard can be used by internal and external parties.
PN IS RS 5% 7 38 AT A AR A A
It is not the intent of this International Standard to imply the need for:
SERE AR AETE A SR T2

— uniformity in the structure of different quality management systems;

——4i— A [A] o B AR R ISR

— alignment of documentation to the clause structure of this International Standard;

—— TS AR HE SR G R A — B S A

— the use of the specific terminology of this International Standard within the organization.

——TEAL AN AL A B HE R RS E AR .
The quality management system requirements specified in this International Standard are
complementary to requirements for products and services.
ABRAERN SE 1R o B B A 2R SR 07 i R R 5% SR K RM A
This International Standaremploys the process approach, which incorporates the Plan-Do-Check-Act
(PDCA) cycle and risk-based thinking.
KIAER IR TTE, 2705456 7 PDCA RN SEifi. . AbE) B3 ST X B 4L,
The process approach enables an organization to plan its processes and their interactions.
RETTEAL S 8 FER FL R S A BAE A
The PDCA cycle enables an organization to ensure that its processes are adequately resourced and
managed, and that opportunities for improvement are determined and acted on.
PDCA fEIMEZH LR iff (R JL I R4S 30 78 70 (0 R IEAVE 22, B e SO L2 TR IBAT3) .
Risk-based thinking ables an organization to determine the factors that could cause its processes and its
quality management system to deviate from the planned results, to put in place preventive controls to




minimize negative effects and to make maximum use of opportunities as they arise (see Clause A.4).
FEF R 1) R A5 2H 2R B 05 A 1T e 3 SO R R T B A B AR R B SR RIS SR S AR R, SR
T, KRR PR AR FE N, JF e KPR A H B HLE (LB Ad).
Consistently meeting requirements and addressing future needs and expectations poses a challeng for
organizations in an increasingly dynamic and complex environment. To achieve this objective, the
organization might find it necessary to adopt various forms of improvement in addition to correction and
continual improvement, such as breakthrough change, innovation and re-organization.
7 H 733 BRSSP T RR ST R 2R, IR AR R TR SRR BOE 21738)), X TCsE R4 4H
I ) — Ik k. 9 1 SEIX — H AR, HAHATRES KN, B T A IERFRERt, oA BRI Fh
T, R, AT E 4.
In this International Standard, the following verbal forms are used:
FEABRE A 21 Bhshial -

— “shall” indicates a requirement;

—— B R

— “should” indicates a recommendation;

— “H” FoREU

— “may” indicates a permission;

—— AR FRA

— “can” indicates a possibility or a capability.

—— “H&” RNV REELAEES .
Information marked as “NOTE” is for guidance in understanding or clarifying the associated requirement.

TN A R AR AT UG B G DG SR 4R E

0.2 QUALITY MANAGEMENT PRONCIPLES
0.2 JREEIBEEN] (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

This International Standard is based on the quality management principles described in ISO 9000. The
descriptions include a statement of each principle, a rationale of why the principle is important for the
organization, some exampleof benefits associated with the principle and examples of typical actions to
improve the organization’s performance when applying the principle.
AFRUHERTE GB/T 19000 JITidk f1f) o £ #H I I BE il b s 1) BT U] (R A 238 B 5 FORE XL 1%
JER DUt ZH 2 B L R SRR AR N FH 12 0 ) = 2 i A T A5 A B 7 FH 2 55 0 e 2H 2R 5 ek e i
Ly TN
The quality management principles are:
R A B o )

— customer focus;

—— DA R A A

— leadership;

——SFEH:

— engagement of people;

—2ARRZ S,

— process approach;
T
— improvement;




— et

— evidence-based decision making;
—— B IE R

— relationship management.

—RAEH.

0.3 PROCESS APPROACH
0.3 F#E753% (1S0 9001:2015)
0.3.1 GENERAL

0.3.1 EM)(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

This International Standard promotes the adoption of a process approach when developing,
implementing and improving the effectiveness of a quality management system, to enhance customer
satisfaction by meeting customer requirements. Specific requirements considered essential to the
adoption of a process approach are included in 4.4.
AARAEE FAERRSL SN o7 A PR 2R DARLAR v A SO I SR R R D7 925, 3 5 i A - 5K 4
SRR R SR AR TE I R R BARER W 4.4,
Understanding and managing interrelated processes as a system contributes to the organization’s
effectiveness and efficiency in achieving its intended results. This approach enables the organization to
control the interrelationships and interdependencies among the processes of the system, so that the
overall performance of the organization can be enhanced.
Vo AH L OCER A AR AR 9 — M R 0 DABR A AN B, A5 B T 2H 2300 OR kS U 25 R o axX ol
T7 A ZARE M N A BRI 2 1) RH HL IR IR FLARAG R 5¢ R BEAT A7 Rdz ], LAIG 9 2 VAR S0
The process approach involves the systematic definition and management of processes, and their
interactions, so as to achieve the intended results in accordance with the quality policy and strategic
direction of the organization. Management of the processes and the system as a whole can be achieved
using the PDCA cycle (see 0.3.2) with an overall focus on risk-based thinking (see 0.3.3) aimed at taking
advantage of opportunities and preventing undesirable results.
R T A FE AL R 200 5T B T ANREE 7 e, 0 %% AR S HAH HARH, R G T R e FIE 3,
MBS R . @ R PDCA T (W 0.3.2) BAKIRZAET X8 4E (K, 0.3.3) *f
AR SRR RBATE L, B EA SO A NUE I LR AR A R .
The application of the process approach in a quality management system enables:
FE 5T BAR R b N I AR T Ve

a) understanding and consistency in meeting requirements;

a)  FRMRIFRFEL R EK,

b) the consideration of processes in terms of added value;

b)  MIGAE ) A B2 R

c) the achievement of effective process performance;

o) RIS

d) improvement of processes based on evaluation of data and information.

d)  EVFMEEE G SRR ot R
Figure 1 gives a schematic representation of any process and shows the interaction of its elements. The
monitoring and measuring check points, which are necessary for control, are specific to each process and

will vary depending on the related risks.
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Figure 1 — Schematic representation of the elements of a single process

0.3.2 PLAN -

DO - CHECK

- ACT CYCLE

0.3.2 {HRI-PIT-HRE-LIBFEEF (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The PDCA cycle can be applied to all processes and to the quality management system as a whole.
PDCA T RENS N T Fr A i 72 DL A e B i s B FR AR R
Figure 2 illustrates how Clauses 4 to 10 can be grouped in relation to the PDCA cycle.

B 2 R T APRUESE 4 =255 10 A4 i PDCA G35 .
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Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
K2« AFRHERIS5HTE PDCA T i JE R
The PDCA cycle can be briefly described as follows:
PDCA i AJ A S48 4 T -
— Plan: establish the objectives of the system and its processes, and the resources needed to deliver
results in accordance with customers’ requirements and the organization’s policies, and identify and
address risks and opportunities;
——3 (Plan): HRIZIE LR MM LT, AR RN H IR SIS RE, e SeIg SR
BT, TV AR RS FIATLAE o
— Do: implement what was planned;
——50f (Do): SLH AT SR
— Check: monitor and (where applicable) measure processes and the resulting products and services
against policies, objectives, requirements and planned activities, and report the results;
—— A (Check): RAET7EF. HAR. ERFAEFRNRITES), XTI AR LRI R 77 dn AR 55 3
TR R GERBD, FFRE &R,
— Act: take actions to improve performance, as necessary.

(N
S
f the

——WE (Act): DER, REIGHHIE S5




0.3.3 RISK BASED THINKING
0.3.3 ETXEAY/BHE (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
Risk-based thinking (see Clause A.4) iessential for achieving an effective quality magement system. The
concept of risk-based thinking has been implicit in previous editions of this International Standard
including, for example, carrying out preventive to eliminate potential nonconformities, analysing any
nonconformities that do occur, and taking action to prevent recurrence that is appropriate for the effects
of the nonconformity.
FT R BYE (I A4) R SEBLR S FAR R A AT . APRiELAT A C & ke
FT R B AERORES, Bt RIS BRI E AN G, W RAERA G T 00, IR
HBU AN e 1R 5 T R 2 ) 3T, 7 L G R A
To conform to the requirements of this International Standard, an organization needs to plan and
implement actions to address risks and opportunities. Addressing both risks and opportunities
establishes a basis for increasing the effectiveness of the quality management system, achieving
improved results and preventing negative effects.
N T R AR R R SR, A 2 5 SRR R St IS ot RIS AN I ATLE A 5t o 2508 RS AR A AL AT oy
P R AR R AR S BSOEE A SR DL RS LE AN S B Al
Opportunities can arise as a result of a situation favourable to achieving an intended result, for example,
a set of circumstances that allow the organization to attract customers, develop new products and
services, reduce waste or improve productivity. Actions to address opportunities can also includ
consideration of associated risks. Risk is the effect of uncertainty and any such uncertainty can have
positive or negative effects. A positive deviation arising from a risk can provide an opportunity, but not
all positive effects of risk result in opportunities.
HUIE I H AT BE R A S R T S FUN &5 R Rtk filan: AR T HLR G % TR0
i ARSI IR B R i A ) — RYME T o R FH LIS i R P48 it 9 R A 5 2% B 5C X
Wz o PRURS: A& AN S A FR) SR, ANA 5 1 T A L TR B A T PRSP o XSGy PR L T S e ] RE SR AL AL,
B IR FITAT 1) IE T 520 2 AT SR L8 .

0.4 RELATIONSHIP WITH OTHER MANAGEMENT SYSTEM STANDARDS
0.4 SEHMEEERIFAERNRXZR (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

This Intertional Standard applies the framework developed by ISO to improve alignment among its
International Standards for management systems (see Clause A.1).
ARRAERHT 15O il 7 I8 AR RARAERESE, DA AR B AR RARER FRAENE (LM A,
This International Standard enables an organization to use the process approach, coupled with the PDCA
cycle and risk-based thinking, to align or integrate its quality management system with the requirements
of other management system standards.
AFRHE(E AR AT A RE T 7%, JF4h & PDCA JBFRFIZE T XS R LA, i FLoT 25 AR R 2R
55 FAh A AR R AR UE SR IEAT R B A
This International Standard relates to ISO 9000 and I1SO 9004 as follows:
AbrfEE GB/T 19000 FlI GB/T 19004 fFAEUI IR

— 1SO 9000 Quality management systems — Fundamentals and vocabulary provides essential

background for the proper understanding and implementation of this International Standard;

GB/T 19000 (Jii S /B BRAA R FEANFIARTE) JyIEHHE A S AR S (i ZEREAL




— IS0 9004 Managing for the sustained success of an organization — A quality management approach
provides guidance for organizations that choose to progress beyond the requirements of this
International Standard
GB/T 19004 (BRMALMFFE KTy JREEE L) AL AR BRI FE e .
Annex B prowdes details of other International Standards on quality management and quality
management systems that have been developed by ISO/TC 176.
sk B 25t T 1SO/TC176 J5i & A BRI & R UEHE AR 23 02 23l 5 1 H A o7 2/ 3 o A AR 3R
Pt (BhZEH SAC/TC 151 4 [ 57 84 B B CRAUEAR AL BOR TR A e Ak 9 I b i) O TEARE
This International Standard does not include requirements specific to other management systems, such
as those for environmental management, occupational health and safety management, or financial
management.
AFREA TR T PR T HRO g RN 22 4 A T i F 5577 380 45 LA 8 TR 2R TR 60K
Sector-specific quality management system standards based on the requirements of this Interna Standard
have been developed for a number of sectors. Some of these standards specify additional quaity
managemet system requirements, while others are limited to providing guidance to the application of
this International Standard within the particular sector.
TEARRRAER IR b, CHIE 1 AT R & ZOR 0 BT B RbndE . Horp iR LEFR e R E T
J R FAR R BB INEEK, 0 5 — LehR o WA R T H A A4 5 AT Mk B F A BRAE 1) 45
A matrix showing the correlation between the clauses of this edition of this International Standard and
the previous edition (ISO 9001:2008) can be found on the I1SO/TC 176/SC 2 open access web site at:
www.iso.org/tc176/sc02/public.
ABRAE R ZE 1 A 255 2 BT RS (GB/T 19001—2008 ) & 1 P4 28 2 [H] (4] B 5% R L 1S0/TC176/5C2(
rirEH AR/ R EEENMRTERIE/REARRSZ RS B JF W .
www.iso.org/tc176/sc02/public.




QUALITY MANAGEMENT SYSTEMS - REQUIREMENTS
REEEAR—EXK

1 SCOPE

1 8B (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
This International Standard specifies requirements for a quality management system when an
organization:
AIREN NIVALINE T 58 AR R IR
a) needs to demonstrate its ability to consistently provide products and services that meet customer
and applicable statutory and regulatory requirements, and
a) i TR S A 4 2 L P P o 2 S SRR 3 P V2 V2 S SR 7 it R AR 55 1)
b) aims to enhance customer satisfaction through the effective application of the system, including
processes for improvement of the system and the assurance of conformity to customer and applicable
statutory and regulatory requirements.
b) IR RIE RN, SRR RS, DL ARUERT & 2 0 H VAR K, &
T H R T 206 R o
All the requirements of this International Standard are generic and are intended to be applicable to any
organization, regardless of its type or size, or the products and services it provides.
AARAERLE I A R R, BAEEH T & AR A R RUBA S A AN 5] it AR 55 O 4124
NOTE 1 In this International Standard, the terms “product” or “service” only apply to products and
services intended for, or required by, a customer.
AL FEAARME, ORIE P B CIRSS” ANGE FH T ISR A4 s B A P K R i MR
%
NOTE 2 Statutory and regulatory requirements can be expressed as legal requirements.

T 2 FENEIESR TR E K

1.1 SCOPE - AUTOMOTIVE SUPPLEMENTAL TO SO 9001:2015
1.1 JEE—RZFETILRT 1S0 9001:2015 BI#hFE

This Automotive QMS Standard defines the quality management system requirements for the design and

development, production and, when relevant, assembly, and services of automotive-related products,
including products with embedded software.

AIRLE QMS BRAERLE TIRAEAH G i RS IR VBT 7 i) BRI R A7, BAR
RIS AEMC. 22 MRS ) ot B BR AR R K .

This Automotive QMS Standard is applicable to sites of the organization where manufacturing of customer-
specified production parts, service parts, and/or accessory parts occur.

AVRGE QMS brdtsd FH Tl s e e A 1 iR SSAE A/ C A I L 2 B

This Automotive QMS Standard should be applied throughout the automotive supply chain.

87 24 7E RN ZE AL B Hh SR ANV ZE QMs BRifE



2 NAORMATIVE REFERENCES

2 S| A4RAE (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.
ISR T AT R A& e AT o Ui I 51 SO, A0 H IR oA & T A8 3¢
fho NEAVE RIS SO, HEGhicA (BT RS &R T A

ISO 9000:2015, Quality management systems — Fundamentals and vocabulary

GB/T 19000—2015 JigEHA R HAliAIARE(1S09000:2015 ,IDT)

2.1 NORMATIVE AND INFORMATIVE REFERENCES

2.1 ASEMNBFERSEES|BiRE

Annex A (Control Plan) is a normative part of this Automotive QMS standard.

ffs A GEHITERD AR ZE QMms ARiERRTE LR 7).

Annex B (Bibliography — automotive supplemental) is informative, which provides additional information
intended to assist the understanding or use of this Automotive QMS standard.

bt B(ZE 4 H—IREATWANR)AS LTy, 4240 7 A B TR FT AR ZE Qmis FRiERT B m

=§=|

B/ o

3 TERMS AND DEFINITIONS

3 ARiEHME X (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

For the purposes of this document, the terms and definitions given in 1ISO 9000:2015 apply.
ISO 19000:2015 55 HIATE AN & SC& FHF A SCAF

3.1 TERMS AND DEFINITIONS FOR THE AUTOMOTIVE INDUSTRY
3.1 BREMTUAHARBREN

accessory part
[tis
customer — specified additional components(s) that are either machanically or electronically connected
to the vehicle or powertrain before (or after) deliveery to the final customer (e.g., custom floor mats,
truck bed liners, whell covers, sound system enhancements, sunroofs, spoilers, super-chargers,etc.)
FEZ AT I % R (B2 5D, 5 ZEANEN 1 5 s LA U 7 T77 2COAH I ()25 8 o 1) B DB 4
Chm: ERIME RIS R TR, RE. BE. WIESAEFS).

advanced product quality planning (APQP)

e R R SEHER] (APQP)
product quality planning process that supports development of a product or service that will satisfy
customer requirements; APQP serves as a guide in the development process and also a standard way to
share results between organizations and their customers; APQP covers design robustness, design testing
and specification compliance, production process design, quality inspection standards, process capability,

production capacity, product packaging, product testing and operator training pian, among other items.

X R il R I BRI 7 i B 55 SR O SR 7™ i B SRR R s APQP X A FER A 1R



B, IR HRHR S BRI g R R hsE T2 APQP 35 B T H s do R e, Wik ik
WAFVEAF A, g, RERRAsE, SRR, ek, iR AR E R
Tl

aftermarket part

BRETHEH

replacement part(s) not procured or released by an OEM for service part applications, which may or may
not be produced to original equipment specifications.

FAEHT OEM SRR 551 L FH M R I BT IR B e 1, n] BE A% BRI R L e s IV AT 2R

authorization

578
documented permission for a person(s) specifying rights and responsibilities related to giving or denying
permissions or sanctions within an organization.

XA (E8) NAYRCCVFRT, BE T AR LA A T BB 268 SR sl B R BRI AN B4 E

challenge (master) part

PR URERD A
part(s) of known specification, calibrated and traceable to standards, with expected results (pass or fail)
that are used to validate the functionality of an error-proofing device or check fixtures (e.g., go/no-go
gauging).
BA G, 2 Brria W 2brE 24, IPUNAIR GEd s Ed) H Tl
HElk B @D rThaedt.

control plan

R
documented description of the systems and processes required for controlling the manufacturing of
product (see Annex A)

XA ] 7 i 13 T R R G0 SO RE R O IR OB =% A

customer requirements

JBEER
all requirements specified by the customer (e.g., technical, commercial, product and manufacturing
process-related requirements, general terms and conditions, customer-specific requirements, etc.)
Jie B E B — VISR (ne H50R Rk, 77 S S A SR — O S SR R R E
REELE)

Customer-specific requirements (CSRs)

R EER (CSR)
Interpretations of or supplemental requirements linked to a specific clause(s) of this Automotive QMS
Standard
XFATRGE QMS BRAERF E 2%k IR AR RE B 2 55 R A 78 K

Design for assembly (DFA)

AR (DFA)
Process by which products are designed with ease of assembly considerations. (e.g., if a product contains
fewer parts it will take less time to assemble, thereby reducing assembly costs)

T8 TR B2 R BT AR, (e 7 S B A, 7 B O R R, A



T80 A BT BAS ) o

Design for manufacturing (DFM)

HIERI B TH(DFM)
Integration of product design and process planning to design a product that is easily and ecomomically
manufactured

FAEm BT RS R SR R, I vt AT R R B AR Y

Design for manufacturing and assembly (DFMA)

HIEREI KBt (DFMA)
Combination of two methodologies: Design for Manufacture (DFM), which is the process of optimizing
the design to be easier to produce, have higher throughput, and improved quality; and Design for
Assembly (DFA), which is the optimization of the design to reduce risk of error, lowering costs, and making
it easier to assemble
PR ITVE RS G IR BT (DFMD DNBE 532, B i L sk i s A A ¥t i A,
BRI (DFAY il s U BRI RSAS I 38 5 e i vt Ak o

Design for six sigma (DFSS)

ANEEREE BT (DFSS)
Systematic methodology, tools, and techniques with the aim of being a robust design of products or
processes that meets customer expectations and can be produced at a six sigma quality level
KRGMHTE. TRANSOR, BAERREBeri 2 2 1 8 0T BB WS 76 /N U R Jot B /K-~ 7 (7
A B AR Y o

Design-responsible organization
HABRTIRFT AR
Organization with authority to establish a new, or change an existing, product specification
A B TE —ASH 1 B SOIAT 177 TG R 22
NOTE  This responsibility includes testing and verification of design performance within the customer’s
specified application.

Vi ZIRSTOAR U 1 E B IVER A, a6 IR IR IE B PR RE

Error proofing

Bi%E
Product and manufacturing process design and development to prvent manufacture of nonconforming
products

N7 AR IE AN B 7 b T EAT R ARG S AR A T BT

Escalation process

PAE. OuX
Process used to highlight or flag certain issues within an organization so that the appropriate personnel
can respond to these situations and monitor the resolutions

FIT-FELH 3Py R i ) i e 5 Tl R DS R, AR 249 N O TR T 56 L1 e 7 M 4 FL A e

Fault tree analysis (FTA)

WA 23 AT (FTAD
Deductive failure analysis methodology in which an undesired state of a system is analysed; fault tree
analysis maps the relationship between faults, subsystems, and redundant design elements by creating a



logic diagram of the overall system.
ST R G AR AR SRR Mk I QUEREAD R AIZARNER], SRR T R R &
H@\¥%%&ﬁ%uﬁxﬁzﬁmiﬂo

Laboratory

R =
Facility for inspection, test, or calibration that may include but is not limited to the following: chemical,
metallurgical, dimensional, physical, electrical, or reliability testing
Mg k56 sk HE e, TREEFRIEAIR T, fbr. hae. R B, ik gesim] FEt
5.

Laboratory scope
KR E VL
Controlled document containing
LB N 3 730
Specific tests, evaluations, and calibrations that a laboratory is qualified to perform:
BRI E A TS HEAT RS E I\ AR
A list of the equipment that the laboratory uses to perform the above; and
FSR#EAT & BRI B A TH B DL
A list of methods and standards to which the laboratory performs the above

FHREAT Ll v 3 0 7 VAR IS 5

Manufacturing
&
Process of making or fabricating
HE BN T 8
Production material;
A7 AR
Production parts or service parts;
A A B ST A
Assemblies; or
Pl B2
Heat treating, welding, painting, plating, or other finishing services

PSCEL R IR AR E A R AL B AR 55

Manufacturing feasibility

HIE A AT 1
An analysis and evaluation of a proposed project to determine if it is technically feasible to manufacture
the product to meet customer requirements. This includes but is not limited to the following (as
applicable): within the estimated costs, and if the necessary resources, facilities, tooling, capacity,
software, and personnel with required skills, including support functions, are or are planned to be
available
XM H B A ARG, DA 2 2500 H 2 TfﬁﬁLmTﬁm,“%%ﬁﬁﬁémﬁgimﬁ
s XEFEEART LN (WERD: EBHRATERE N A VERTEE, Wi, T3, ™~
w\ﬁﬁﬁmﬁ%ﬁﬁmmkm,@%i%m%,mﬁ%ﬁﬂmT%%o



Manufacuring servives

il E AR 5

Companies that test, manufacture, distribute, and provide repair services for components and assemblies

e, g AL IO HAR AR E AR 55 1 A FD

Multi-discilinary approach

ZHWIEHE
Method to capture imput from all interested parties who may influence how a process is administered by
a team whose members include personnel from the organization and may include customer and supplier
representatives; team members may be internal or external to the organization; either existing teams or
ad hoc teams may be used as circumstances warrant; input to the team may include both organization
and customer inputs
AT 8 2= 5 — > [ B an )87 B A% B0 Bir A AH 5 5 SRS 210 738, TBA RS A0 48k B 2044
PN AR e N A AR A DS A VA v S I il YN A AR s e S AL 1 Bt P & PR 2 el
AR AT A B B2 (BTN s o6 [ BA AR A\ AT 88 (7 6 25 2 25 AN B2 N

No trouble found (NTF)

REIHE (NTF)
Designation applied to a part replaced during a service event that, when analysed by the vehicle or parts
manufacturer, meets all the requirements of a “good part” (also referred to as “No Fault Found” or
“Trouble Not Found”)
FOREERT RS I B e ) A, S EER ARG R T, e R “RiiER RFR
AR IV REL” BRI “O.

Outsourced process
ShEEE
Portion of an organization’s function (or processes) that is performed by an external organization

HIAN R SUBAT I —ER o 2 ThRE (BdRE).

Periodic overhaul

PR
Maintenance methodology to prevent a major unplanned breakdown where, based on fault or
interruption history, a piece of equipment, or subsystem of the equipment, is proactively taken out of
service and disassembled, repaired, parts replaced, reassembled, and then returned to service
FTB7 e A ER e AR R 44 0708, T AR s el i sk, A 1 A I R A R
WRTRG, NEXHATIRE, B3, HHE4, ERmimEMmH.

Predictive maintenance

T G
An approach and set of techniques to evaluate the condition of in-service equipment by performing
periodic or continuous monitoring of equipment conditions, in order to predict when maintenance should
be performed
A oS0 5 A8 PR 00 St o 93P R 8 M SR PN FE A BB IR L B — Fh 7 VR B — B BOR, DA T
AT Y B BARI ]



Premium freight

HEEE 2}
Extra costs or charges incurred in addition to contracted delivery
A [FASAT 2 A0 A 1 AR B2 o
NOTE This can be caused by method, quantity, unscheduled or late deliveries, etc.

e ERRER BT INEA. BUE . R BGEIR AT S R R SRR .

Preventive maintenance

hilige i
Planned activities at regular intervals (time-based, periodic inspection, and overhaul) to eliminate causes
of equipment failure and unscheduled interruptions to production, as an output of the manufacturing
process design
T I BRBEAS SR ORI AR TRl A= 7 v W ¢ JeR A1 o ) 1 e 930 30y (3 Ik ) 1) o PR Ar B AR A2 )
B RHIE SRR B — B H .

product

72 i
Applies to any intended output resulting from the product realization process
& FH T il S I AR A R AT AT T S

Product safety
R A
Standards relating to the design and manufacturing of products to ensuren they do not represent harm

or hazards to customers

57 R RIS KRR, B R 20 B e s

Production shutdown
AFET
Condition where manufacturing processes are idle; time span may be a few hours to a few months

3 LR A PR O O, IR TR0 B T A LA NI 21 LA A AN

Reaction plan

KRB
Action or series of steps prescibed in a control plan in the event abnormal or nonconforming events are
detected
I 21 5 B B S A SRR, SRR TR RUE BAT B E— R AP IR

Remote location

ShER37 B

Location that supports manufacturing sites and at which non-production processes occur

S I HOvAR A P i R R AL 3 P

Service part

M55 4

Replacement part(s) manufactured to OEM specifications that are procured or released by the OEM for

service part applications, including remanufactured parts

%1% OEM BIVEHIIET, 1 OEM DR S5 R IL FH IR BSAT BB e, R I 1T



site
Bk
Location at which value-added manufacturing processes occur

KA SRR R T .

Special characteristic

A
Classification of a product characteristic or manufacturing process parameter that can affect safety or
compliance with regulations, fit, function, performance, requirements, or subsequent processing of
product
A RERCNR 22 A VR B E AT S e PR IEOYE . DhRE. PERE. BEREU™ RIS S R R
sl B S

Special status

REHRES
Notification of a customer-identified classification assigned to an organization where one or more
customer requirements are not being satisfied due to a significant quality or delivery issue
— PR RN A SR N, SRS BT ORI B A AT R, R A A — TUEK 2 T A SR I 4H
40

o

Support function
XHFTIRE
Non-production activity (conducted on site or at a remote location) that supports one (or more)

manufacturing sites of the same organization

XA A (BE A FIEIIZR SRR (RIS BSNEZPAT D AR 30

Total productive maintenance

A A4
A system of maintaining and improving the integrity of production and quality systems through machines,
equipment, processes, and employees that add value to the organization

—ANEOVHSIERE LS B REMR T, e IRSeEA T R E R RSB RS

Trade-off curves

U i 2%
Tool to understand and communicate the relationship of various design characteristic of a product to each
other; a product’s performance on one characteristic is mapped on the Y-axis and another on the X-axis,
then a curve is plotted to illustrate product performance relative to the two characteristics
P T B i S TR 58 ST A0 AR E i — A T H . P2 — MR PR RO VERERR S T v B,
TR TERE RS T X B, SRS ATt Ak, SRR AR TR PN AR RE

Trade-off process

PSR
Methodology of developing and using trade-off curves for products and their performance characteristics
that establish the customer, technical, and economic relationship between design alternatives
o) A ity S AR B AR M RS R P — 702, X SRR S 1 BT AR R TR R B
FAR KGR R,



4 CONTEXT OF THE ORGANIZATION

4 YHLARYES BIFEE (1S0 9001:2015)

4.1 UNDERSTANDING THE ORGANIZATION AND ITS CONTEXT
4.1 FRRLALAN R HEFRIFEE (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
The organization shall determine external and internal issues that are relevant to its purpose and its
strategic direction and that affect its ability to achieve the intended result(s) of its quality management
system.
ZH 23 N 5E 5 H 5% 1B NI 77 5] R 5% - R e H: S0 5T 84 PR AR T 45 SR A0 8 0 O 25 R MBS AT Y
HRIE .
The organization shall monitor and review information about these external and internal issues.
ZH 2 IR IR L8 P A A NS TR 2R B 55 A5 B AT AR PR
NOTE 1 Issues can include positive and negative factors or conditions for consideration.
1 IXEEDRIE AT BE A4 T L8 A T R A7 T R Bk A
NOTE 2 Understanding the external context can be facilitated by considering issues arising from leg
technological, competitive, market, cultural, social and economic environments, whether international,
national, regional or local.
A2 FBERATEER. EHN. XA & MEREN. R, 54, . Ul the
ZUWHER R, AT EAINSIA .
NOTE 3 Uerstanding the internal context can be facilitated by considering issues related to values,
culture, knowledge and performance of the organization.

H 3. FBEEHLAMMEMN . ST FRMGUREEG RSB R, A BT RN .

4.2 UNDERSTANDING THE NEEDS AND EXPECTIATIONS OF INTERESTED PARTIES
4.2 IEREXFEERFMAAE (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

Due to their effect or potential effect on the organization’s ability to consistently provide products and
services that meet customer and applicable statutory and regulatory requirements, the organization shall
determine:
EH T AH 5C J7 W 2H AR SRR A5 G T 2 SRR VR R 1 72 i R R 35 1R e 0 B AT s e B
(EZ, BRI, ZHZA R E -

a) the interested parties that are relevant to the quality management system;

a) S EEEAR R AT

b) the requirements of these interested parties that are relevant to the quality management system.

b) 55 B PR R A KA R TT K .
The organization shall monitor and review information about these interested parties and their relevant
requirements.

S U AR 7 J% U BESR MV 6 3 B AT SRR

4.3 DETERMINING THE SCOPE OF THE QUALITY MANAGEMENTS SYSTEM
4.3 HEREBEIEEZRAIEE (1S0 9001:2015)

ISO 9001:2015, Quality management systems — Requirements
The organization shall determine the boundaries and applicability of the quality management system to
establish its scope.




G NI 8 RS PR AR AL SR E F I, DAR E Y L
When determining this scope, the organization shall consider:
TEME TSR, AR R

a) the external and internal issues referred to in 4.1;

a) WESMAMEEZR, W 4.1;

b) the requirements of relevant interested parties referred to in 4.2;

b) ARAHKITHIER, W 4.2;

c) the products and services of the organization.

o) AL AR S .
The organization shall apply all the requirements of this International Standard if they are applicable
within the determined scope of its quality management system.
A SRR TR ) 4 K0 FH T 2HL 4300 5 1) o 7 P Ak 2R 91 ] ZH 4 B AR b A P 4 3 5K
The scope of the organization’s quality management system shall be available and be maintained as
documented information. The scope shall state the types of products and services covered, and provide
justification for any requirement of this International Standard that the organization determines is not
applicable to the scope of its quality management system.
ZH 20 o B B AA AR VG T AR T O OS2, PTSRAS RS B CREF o 1270 23 T 78 6 1 7 o
MRS, AR 20 5E A bR A HE L EOR AN T HL o B B AA RG], ST
Conformity to this International Standard may only be claimed if the requirements determined as not
being applicable do not affect the organization’s ability or responsibility to ensure the conformity of its
products and services and the enhancement of customer satisfaction.
B AR ZH 2R it () AN T JH o 2 AR 2R (1) b v 2 SR AN 5 i 2L 2R DR L = it IR 25 6 A DA S G
SRR R N RE ST, 7 AN BE A RRAT S A AR AEEE K

4. 3.1 Determinging the scope of the qual ity management system - suppliemental
4.3.1 TAERBEREFRNLE—#%R

Supporting functions, whether on-site or remote (such as design centres, corporate headquarters, and
distribution centres), shall be included in the scope of the Quality Management System (QMS).

CRFIRRE, T HAEMIA AN (Bl Beitrpl . AR SIS G, NS
K& (Qms) TG .

The only permitted exclusion for this Automotive QMS Standard relates to the product design and
development requirements within ISO 9001, Section 8.3. The exclusion shall be justified and maintained as
documented information (see ISO 9001, Section 7.5).

AIKZE QWS FRAEE— SR VR 1509001 58 8.3 4k (7= SR i AN JF R R . MYz LA S A
{55 (1S09001 2 7.5 2%) I :dEATE BRI LR K5«

Permitted exclusions do not include manufacturing process design.

FEVFHIIHIRA B AR i e A it

4. 3.2 Gustomer— specific requirements

4.3.2 MBEREEKR

Customer-specific requirements shall be evaluated and included in the scope of the organization’s quality
management system.

N2 B R R EOR AT VRN, IR S AR S R A B AR R T Y



4.4 QUALITY MANAGEMENT SYSTEM AND ITS PROCESSES
4.4 REEBAREHITE (1S0 9001:2015)

4.4.1(1S0 9001:2015)

4.4.1(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall establish, implement, maintain and continually improve a quality management
system, including the processes needed and their interactions, in accordance with the requirements of
this International Standard.
M NAZIEARPRHEREER, AL, SO, PRIFAIFFEE O i R FA R, AFE I Rl A S A B
EH.
The organization shall determine the processes needed for the quality management system and their
application throughout the organization, and shall:
A 2B E JoT B R AA AR P A R S AR AN H G N, HLR

a) determine the inputs required and the outputs expected from these processes;

a) e X el R i 7 F0 A AR B2 F) i L

b) determine the sequence and interaction of these processes;

b 5 X ik R R RO FAH FLAE

c) determine and apply the criteria and methods (including monitoring, measurements and related

performance indicators) needed to ensure the effective operation and control of these processes;

o) W AR P e AN 7 CEAE IR MEFACSTdE R ), DL fRIX Lo R 250

B AT A

d) determine the resources needed for these processes and ensure their availability;

d) e IR LE T R T 5 AR YR A OR AT R

e) assign the responsibilities and authorities for these processes;

e) ZrURIX EL it R R HR 57 AR 5

f) address the risks and opportunities as determined in accordance with the requirements of 6.1;

) BONHZ R 6.1 F R BITAf sE i) AU AL

g) evaluate these processes and implement any changes needed to ensure that these processes

achieve their intended results;

g) VPRI R, S AR AR S, DA ORSCIX L R A T 45 R

h) improve the processes and the quality management system.

h) otk AR AR R B R

4.4.1.1 Conformance of products and processes

4.4.1.1 FRMTENTFEMH

The organization shall ensure conformance of all products and processes, inchluding service parts and those
that are outsourced, to all applicable customer, statuory, and regulatory requirements (see Section 8.4.2.2).
ML ORI 7= i A RS, B FE IR S5 SAMEL = S R AR 5 6 — D1 FH PR o 2 A2 e 2
RIS 8.4.2.2 40,

4.4.1.2 Product safety
4.4.1.2 EFRRe

The organization shall have documented processes for the management of product-safety related products
and manufacturing processes, which shall include but not be limited to the following, where applicable:



AL AT SR, H T 50 24 SR ARG AR B TR RO R R N LR
ART (FEE BT )
a) identification by the organization of statutory and regulatory product-safety requirements;
a) AN il 2 AV B SR IR
b) customer notification of requirements in item a):
b) [ i A a) TE K ;
c) special approvals for design FMEA;
o) Wil FMEA [EIRFIRALHE
d) identification of product safety-related characteristics;
d) 77l 22 AR R R 5
e) identification and controls of safety-related characteristics of product and at the point of manufacture;
e) % it Sl A IR 22 A A SRR PR PRl R i 5
f) special approval of control plans and process FMEAs;
£) FEMHITHRIFISRE FMEA [FRFIRHL I 5
g) reaction plans (see Section 9.1.1.1);
g) MR (ILEE 9.1.1.1 %)
h) defined responsibilities, definition of escalation process and flow of information, including top
management, and customer notification;
h) GFREEEEAENK, PN, AJOIREME BIRKE X, PLA B 8% ;
i) training identified by the organization or customer for personnel involved in product-safety related
products and associated manufacturing processes;
D HERIIE A S 7R i A SR SRR DG i e AR S R N RO S BRI
j) changes of product or process shall be approved prior to implementation, including evaluation of
potential effects on product safety from process and product changes (see I1SO 9001, Section 8.3.6);
O 7 e ) B SR S R SRAS A AE Al R i B AT 45 7 i A VLR S
VM (I 1509001 25 8.3.6 2% );
k) transfer of requirements with regard to product safety throughout the supply chain, including
customer-designated sources (see Section 8.4.3.1);
kO BN O T 7 i e SRR, BRI AR E TR (LA 8.4.3.1 5%);
[) product traceability by manufactured lot (at a minimum) throughout the supply chain (see Section
8.5.2.1);
D LR L RIE R (B P RLE W (LR 8.5.2.1 %%);
m) lessons learned for new product introduction;
m) T R A 20 .
NOTE: Special approval is an additional approval by the function (typically the customer) that is
responsible to approve such documents with safety-related content.

VE: RS 1 D ST S A OG22 e R SR ARENLA CGEH OB il th ARSI HE -

4.4.2(1S0 9001:2015)
4.4.2(1S0 9001:2015)
I1ISO 9001:2015, Quality management systems — Requirements

To the extent necessary, the organization shall:
TELEPE R -, HEN:

a) maintain documented information to support the operation of its processes;




a) PREFIE A BIME B LSRRI AR I8 4T
b) retain documented information to have confidence that the processes are being carried out as

planned.

b) PRSI AR AT M OIS B

5 LEADERSHIP

5 SAS4EF (1S0 9001:2015)

5.1 LEADERSHIP AND COMMITMENT
5.1 ASEA S %% (1S0 9001:2015)
5.1.1 GENERAL

5.1.1 EM(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

Top management shall demonstrate leadership and commitment with respect to the quality
management system by:
Tt 1 T H A I I S LSt R A AR R (1) 40 SV R ARG S

a) taking accountability for the effectiveness of the quality management system;

a) TR R R A R AR DA

b) ensuring that the quality policy and quality objectives are established for the quality management

system and are compatible with the context and strategic direction of the organization;

b B ORI E JoT A R AA AR I 5T B U7 RIS & H AR, IF 5 AL ZRER RN AR T 1R A — L

¢) ensuring the integration of the quality management system requirements into the organization’s

business processes;

o) TR DT B PR A R ERE N LY 55

d) promoting the use of the process approach and risk-based thinking;

d) R IEAT I AR T VR AN T XU R

e) ensuring that the resources needed for the quality management system are available;

e) WiLR BT RS FAR AR I 0 SRR AT I

f) communicating the importance of effective quality management and of conforming to the quality

management system requirements;

£ VEEAT R0 BT RS AN o B A AR R A E

g) ensuring that the quality management system achieves its intended results;

g) W ERJIT B AR AR S TR 45

h) engaging, directing and supporting persons to contribute to the effectiveness of the quality

management system;

h) (23t F8F SRR GROR BT AR 2R 1A RO L TR s

i) promoting improvement;

i) HEBh

j) supporting other relevant management roles to demonstrate their leadership as it applies to their

areas of responsibility.

§ SCHEHAMUR O A 7 FLHR T A R E R
NOTE Refence to “business” in this International Standard can be interpreted broadly to mean those
activities that are core to the purposes of the organization’s existence, whether the organization is public,
private, for profit or not for profit.

TE: AbRAERHI “Nb55” —iRm] ) SO B O A SR H R 0iES), BRRAE . A




ENEEE Py

5.1.1.1 Corporate responsibility

5.1.1.1 ARHE

The organization shall define and implement corporate responsibility policies, including at a minimum an
anti-bribery policy, an employee code of conduct, and an ethics escalation policy ("whistle-blowing policy").
EA NI E I LA T SR IT R, ISR TTER . A TTAT N DL E AR AR I TR BOR (%6
HRECHD

5.1.1.2 Process effectiveness and efficiency

5.1.1.2 FIEFHMERYE

Top management shall review the product realization processes and support processes to evaluate and
improve their effectiveness and efficiency. The results of the process review activities shall be included as
input to the management review (see Section 9.3.2.1.).

I e B LT R 7 o SE R I RN SRR, DUV RSO i R R AR, i ARV RS Bl I 4
RIVENE BRI (LB 9.3.2.1 55D,

5.1.1.3 Process owners

5.1.1.3 diEHEE

Top management shall identify process owners who are responsible for managing the organization's
processes and related outputs. Process owners shall understand their roles and be competent to perform
those roles (see ISO 9001, Section 7.2).

It e PR SR E ARG 2, e A ST S o RN K H P R I R L T R ARAT)
e, HHBRESEMATHMERR (1509001 2 7.2 55

CUSTOMER FOCUS
U Jg 3516 = (1S0 9001:2015)

I1ISO 9001:2015, Quality management systems — Requirements

[ G

5.1.2
5.1.2

Top management shall demonstrate leadership and commitment with respect to customer focus by
ensuring that:
B e B NI R AN DT T, RS A g S A R A R T AR R
a) customer and applicable statutory and regulatory requirements are determined, understood and
consistently met;
a) WZE « BRI 4Rk I 2 I 5K DA A FH R oK
b) the risks and opportunities that can affect conformity of products and services and the ability to
enhance customer satisfaction are determined and addressed;
b i 5 A REX B A it R R 5% RO A5 M D B 8 i 25 25 e 70 1) IR R 268
c) the focus on enhancing customer satisfaction is maintained.

©) MREBUI TR i




5.2 POLICY

5.2 7%t (1S0 9001:2015)

5.2.1 ESTABLISHING THE QUALITY POLICY
5.2.1 I FREF5%(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
Top management shall establish, implement and maintain a quality policy that:
I e B B LR T | SR OR R T U R T R
a) is appropriate to the purpose and context of the organization and supports its strategic direction;
a) &ML R B ARG I SCREH g 7 1) 5
b) provides a framework for setting quality objectives;
b) AL 5T R H AR R AEHELE
¢) includes a commitment to satisfy applicable requirements;
o) BLFEI 2 I F EOR I K
d) includes a commitment to continual improvement of the quality management system.

d) BAE RSOk iR B AR K

5.2.2 COMMUNICATING THE QUALITY POLICY
5.2.2 JiEBREFSE (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The quality policy shall:
Jo3 T B e

a) be available and be maintained as documented information;

a) AERNIERSCRIE S, AT 3RAS IR OR A

b) be communicated, understood and applied within the organization;

b) FELHZANAGRNIE . FRARFI A

c) be available to relevant interested parties, as appropriate.

o) IEEN, WA R RITITREL

5.3 ORGANIZATIONAL ROLES, RESPONSIBILITIES AND AUTHORITIES
5.3 ALAR9YER . BRETFN4ER (1SO 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
Top management shall ensure that the responsibilities and authorities for relevant roles are assigned,
communicated and understood within the organization.
e P N DR SN AE R R IR BT . ARAF 2 73R VA IR BE A o
Top management shall assign the responsibility and authority for:
e P NIRRT AR, DL
a) ensuring that the quality management system conforms to the requirements of this International
Standard;
a) Wi IR BT BAR R AT O A RS EOR
b) ensuring that the processes are delivering their intended outputs;
b) PR %I FE AT H U
c) reporting on thperformance of the quality management system and on opportunities for
improvement (see 10.1), in particular to top management;
o) AR TR A RSO S (L 10.1), R0 1) d e B A




d) ensuring the promotion of customer focus throughout the organization;

d) FACRTEREN A ZUHER] LUEE v £E s

e) ensuring that the integrity of the quality management system is maintained when changes to the
quality management system are planned and implemented.

e) B DRAE SRR AN St o B A R AR T I PR Fp L e B A

5.3.1 Organbizational roles, responsibilities and authorities - suppliemental
5.3.1 LALRER . RRETFBR—4P 7

Top management shall assign personnel with the responsibility and authority to ensure that customer
requirements are met. These assignments shall be documented. This includes but is not limited to: the
selection of special characteristics, setting quality objectives and related training, corrective and preventive
actions, product design and development, capacity analysis, logistics information, customer scorecards, and
customer portals.

HR e B N ) N S PR URER ST AR, DARA ORI SR A 200 2 « X LE4RIRN B O . X AL FE(H
AR T FFRRVERESE . BTE HARFAHSCER N E, AP E R, st Ir R, reResr
B, YRR, A RUBE T

5.3.2 Responsibility and authority for product requirements and corrective
actions
5.3.2 FRERMYEFHEARITNR
Top management shall ensure that:
SR EHEI TIPS
a) personnel responsible for conformity to product requirements have the author ity to stop shipment and
stop production to correct quality problems;
a) PR ER A PRI N A BUS 1E RIS BA = LA TE J5 & vl 7
NOTE Due to the process design in some industries, it might not always be possible to stop production
immediately. In this case, the affected batch must be contained and shipment to the customer prevented.
e BT AT R R, FRAR R R B IR AR . EXFPEIL R, DA AU B2 BA AL IR
BEATRER], AR LR IS4 % .
b) personnel with authority and responsibility for corrective action are promptly informed of products or
processes that do not conform to requirements to ensure that nonconforming product is not shipped to
the customer and that all potential nonconforming product is identified and contained;
b) 7 2 IEFE FE AL FR AR B 19 N 52 BEAS A I SR 0 5 B SRANRF (07 i s R, DA DRaBE Sk A S
A RIBER I, FERACR T AN G A% A5 3R] 5 1
¢) production operations across all shifts are staffed with personnel in charge of, or delegated
responsibility for, ensuring conformity to product requirements.

O FITAT BRI LE P AL AR 2 HEAT S ST OR 7™ i EORAT S PR 0 5T A G BB ST 0



6 PLANNING

6 EXI (1S0 9001:2015)

6.1 ACTIONS TO ADDRESS RISKS AND OPPORTUNITIES
6.1 UEEFn4Li8 KR XFHEHE (1S0 9001:2015)
6.1.1(1S0 9001:2015)

6.1.1(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

When planning for the quality management system, the organization shall consider the issues referred
to in 4.1 anhe requirements referred to in 4.2 and determine the risks and opportunities that need to be
addressed to:
FEFERI o B8 B AA RN, AZANE I8 4.1 PrsiR i3 4.2 Fri SRR, FFiiE 7 2RO
UL, L

a) give assurance that the quality management system can achieve its intended result(s);

a) Wil PR oL B AR AR e NS ST L T

b) enhance desirable effects;

b) HEERA FI

c) prevent, or reduce, undesired effects;

o) G R AR

d) achieve improvement.

d) Lt

6.1.2(1S0 9001:2015)
6.1.2(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
a) actions to address these risks and opportunities;
@) ILX I [ AL I8 1 45 it
b) how to:
b) 4
1) integrate and implement the actions into its quality management system processes (see 4.4);
D R EE AR R B S ISR S (I 4.4);
2) evaluate the effectiveness of these actions.
2) PPN B it PR A R
Actions taken to address risks and opportunities shall be proportionate to the potential impact on the
conformity of products and services.
2 %o R AL 88 1 435 it 8L 55 S50 37 it Rl 55 4+ 5 1A PR W A R M AH T
NOTE 1 Options to address risks can include avoiding risk, taking risk in order to pursue an opportunity,
eliminating the risk source, changing the likelihood or consequences, sharing the risk, or retaining risk by
informed decision.
T 1 RO XU PTG A IRE UK, T SRLIE AT KU, TR ARSI, o503 AR PR AT e el s 2R
SrE R, BRI B AR B P SR LR B XU
NOTE 2 Opportunities can lead to the adoption of new practices, launching new products, opening new
markets, addressing new customers, building partnerships, using new technology and other desirable
and viable possibilities to address the organization’s or its customers’ needs.

T 2: HUBTRESBCRAE LR, HEHUET ™ &, JTREFTT, WSS, B afE kR R, Al




| AR L A T ORI AT AT (909, DUSERHH AUk i 75K

6.1.2.1 Risk analysis

6.1.2.1 M5+

The organization shall include in its risk analysis, at a minimum, lessons learned from product recalls,
product audits, field returns and repairs, complaints, scrap, and rework.

HEA AR RS 7 B b 2208 i A B P A% (I IR TR AMME EE . k. 4B MR T
HHIER R 2258 201

The organization shall retain documented information as evidence of the results of risk analysis.

HANLOR B AR 2, VRO U 73 45 SR AIE ARG

6.1.2.2 Preventive actions
6.1.2.2 Faps+Eie
The organization shall determine and implement action(s) to eliminate the causes of potential
nonconformities in order to prevent their occurrence. Preventive actions shall be appropriate to the severity
of the potential issues.
AN E T e HtAE i,  DAHBRIEEA AR, B b A& R A . T it S 5 98 7E 1] R 7™
LI AHIE N
The organization shall establish a process to lessen the impact of negative effects of risk including the
following:
G ST — A F TR KU B S (B, AR LR DL R U7 I

a) determining potential nonconformities and their causes;

a) MEIEEAEIE RN

b) evaluating the need for action to prevent occurrence of nonconformities;

b) VP BT IEAN G R A R it 1 75 5K

c) determining and implementing action needed,;

o) TfE FF St P 75 1) e

d) documented information of action taken;

d) PRI Y RS B

e) reviewing the effectiveness of the preventive action taken;

e) VFET FIT AU T 75 ik ) 7 251

f) utilizing lessons learned to prevent recurrence in similar processes (see ISO 9001, Section 7.1.6).

£) IR ZBBONFRPT AL AR P OO 4 (W 150 9001 55 7.1.6 2% ).

6.1.2.3 Contingency plans

6.1.2.3 HA&ItR

The organization shall:

HL:
a) identify and evaluate internal and external risks to all manufacturing processes and infrastructure
equipment essential to maintain production output and to ensure that customer requirements are met;
a) X ORITFAE 7 A IR0 DR 25 2SR A5 DL 2 1T & 0 AN mT 2D 1) P A i it ok R AN R At B e % IR0
FEPEUTAH IS P BB AT A1 H8 RS 5
b) define contingency plans according to risk and impact to the customer;

b) AR RS MR s FA R M i) 52 2 2R



c) prepare contingency plans for continuity of supply in the event of any of the following: key equipment
failures (also see Section 8.5.6.1.1); interruption from externally provided products, processes, and
services; recurring natural disasters; fire; utility interruptions; labour shortages; or infrastructure
disruptions;
o) R ETHR], PAE NIUE 15T ORAEAE R (ORFSEIE: SR as #ils (55 28 8.5.6.1.1 7%);
HMESRAE ) ity AR ECRSS T, WL B R RE KK AL, 573 sk, B A
WHAEIR
d) include, as a supplement to the contingency plans, a notification process to the customer and other
interested parties for the extent and duration of any situation impacting customer operations;
d) AR LR TR AN 78, AL E N i s A A A DG 77 I R, 5 2R S e J 2 A L ) A e 1
{90 (R P R RF ) (1] 5
e) periodically test the contingency plans for effectiveness (e.g., simulations, as appropriate);
e) EHIMB R BRI A RE (e B, A ST E D
f) conduct contingency plan reviews (at a minimum annually) using a multidisciplinary team including top
management, and update as required;
) T FH AL i a B AE N IS 3 T 1N B B R AT PP (B ARRAE — 0, JRAERR ) AT
ST
g) document the contingency plans and retain documented information describing any revision(s),
including the person(s) who authorized the change(s).
g) M ETHRITE RO, IR BERIRETT LA SR AN R O B
The contingency plans shall include provisions to validate that the manufactured product continues to meet
customer specifications after the re-start of production following an emergency in which production was
stopped and if the regular shutdown processes were not followed.
AT RIS SHE, HUERAEA P IENE RS R RN IR 25, PURAEEFHL
HFEARBBEE GO, BRI R S RS AT B 2 A

6.2 QUALITY OBJECTIVES AND PLANNING TO ACHIEVE THEM

6.2 FREHERRHERERTER (1S0 9001:2015)

6.2.1(1S0 9001:2015)

6.2.1(180 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall establish quality objectives at relevant functions, levels and processes needed for
the quality management system.
M NAEAHRIRRE . 2R 5T 28 PR 2R T e R I R S 51 & E Ao
The quality objectives shall:
S ER VA
a) be consistent with the quality policy;
a) HRETHREF G
b) be measurable;
b) AJ &
c) take into account applicable requirements;
o) HEE M RER,
d) be relevant to conformity of products and services and to enhancement of customer satisfaction;

d) 5= RIS £ LA S SR WA




e) be monitored;
e) TLAEAR;
f) be communicated;
) T LAVAIE,
g) be updated as appropriate.
g) TR,
The organization shall maintain documented information on the quality objectives.

AR T KB H AR OIS B

6.2.2(1S0 9001:2015)
6.2.2(1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

When planning how to achieve its quality objectives, the organization shall determine:
SRR S BT R H AR, 2GS E -
a) what will be done;

a) 4

b) what resources will be required;
b) HEM AT

¢) who will be responsible;

c) HES T

d) when it will be completed;

d) T 58 K

e) how the results will be evaluated.
e) WA A 4

6.2.2.1 Quality objectives and planning to achieve them - supplemental

6.2.2.1 REBEHRRHASIHAIRI—AT

Top management shall ensure that quality objectives to meet customer requirements are defined,

established, and maintained for relevant functions, processes, and levels throughout the organization.

¢ e B B N DR BN AN A DGR RE . ARG, BB BRI ORIERT A A R Y =
ER7

The results of the organization's review regarding interested parties and their relevant requirements shall
be considered when the organization establishes its annual (at a minimum) quality objectives and related
performance targets (internal and external).

MRS AL (BARE 00O TR BARMAICERETRF R (ANFIAANETD I, N2 & ZH U0 AH
KIT RIHAT RER P 25 R

6.3 PLANNING OF CHANGES
6.3 EXAIKEXR (1S0 9001:2015)

ISO 9001:2015, Quality management systems — Requirements

When the organization determines the need for changes to the quality management system, the changes
shall be carried out in a planned manner (see 4.4).
2 U0 T T BN R AR KT AR R, AR N AR A SRR O s (L 4.4).

The organization shall consider:




HY N &
a) the purpose of the changes and their potential consequences;
a) AHH KSR R
b) the integrity of the quality management system;
b) Jot B AR ZR I TE
c) the availability of resources;
) BRI IR 5
d) the allocation or reallocation of responsibilities and authorities.

d) WASTRIBRR ()70 Bie B 20 P o

7 SUPPORT

7 X#F(1S0 9001:2015)

7.1 RESOURCES

7.1 iR (1S0 9001:2015)
7.1.1 GENERAL

7.1.1 20 (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall determine and provide the resources needed for the establishment,
impIementation maintenance and continual improvement of the quality management system.

YN E SRR BE ST . SR ORISR S SO o B B AR R T G I B
The organization shall consider:

HY N &

a) the capabilities of, and constraints on, existing internal resources;

a) BUA N B BRI AR RE R R B

b) what needs to be obtained from external providers.

b) FEMIMBHT AT TR

7.1.2 PEOPLE
7.1.2 A5 (1SO 9001:2015)

ISO 9001:2015, Quality management systems — Requirements
The organization shall determine provide the persons necessary for the effective implementation of its
quality management system and for the operation and control of its processes.

AN E IFBC A P N B, DA Rt ot 8 B AR R s AT Az i) Hd A

7.1.3 INFRASTRUCTURE
7.1.3 E#Hi&HE (1S0 9001:2015)

ISO 9001:2015, Quality management systems — Requirements
The organization shall determine, provide and maintain the infrastructure necessary for the operation of
its processes and to achieve conformity of products and services.
HLNIMHE . SRATFLES P IO BE A,  DUs AT AR IR RG-S 4% 7 i AR 55
NOTE Infrastructure can include:
e FEA GO ] AL
a) buildings and associated utilities;

a) JEFUPIAIAR G B




b) equipment, including hardware and software;
b) B, BLIEE AR AT

¢) transportation resources;

c) IBHTYE;

d) information and communication technology.

d) 15 BALEEER,

7.1.3.1 Plant, facility, and equipment planning
7.1.3.1 I\ BHEREEER
The organization shall use a multidisciplinary approach including risk identification and risk mitigation
methods for developing and improving plant, facility, and equipment plans. In designing plant layouts, the
organization shall:
HZANAEFH 2 TR 77, A HE RS R AR 2 i 715, SRIF RIS T, Bl s a5 i1t
Ro WL AR, HE)N:
a) optimize material flow, material handling, and value-added use of floor space including control of
nonconforming product, and
a) AR s, DAL R [ A, BER A SR ], JF H
b) facilitate synchronous material flow, as applicable.
b) FERERIIF, AT ARG 3 [F R ).
Methods shall be developed and implemented to evaluate manufacturing feasibility for new product or new
operations. Manufacturing feasibility assessments shall include capacity planning. These methods shall also
be applicable for evaluating proposed changes to existing operations.
I R I St 7 7 i OB R A & PTAT AT VRN B 70 . 1 AT AT R VT AG B LA R R SR
X e T VEE N3 F T PR A R R ER B 2L
The organization shall maintain process effectiveness, including periodic re-evaluation relative to risk, to
incorporate any changes made during process approval, control plan maintenance (see Section 8.5.1.1), and
verification of job set-ups (see Section 8.5.1.3).
ML ORFFAEA R, I E IR ZVE, DA ANFERL R e . fhlitRI4Es (28 8.5.1.1 2%)
FAENVYE S SRAE (LA 8.5.1.3 %) HAIRIAE HY (KO AEA] B 24t
Assessments of manufacturing feasibility and evaluation of capacity planning shall be inputs to management
reviews (see ISO 9001, Section 9.3).
13 PTAT VE VPG R B SR RN SO BEVE %N (KL 1509001 4 9.3 25D,
NOTE 1 These requirements should include the application of lean manufacturing principles.
T 1 TR GBI N AR GRS a3 S 0 A S
NOTE 2 These requirements should apply to on-site supplier activities, as applicable.

VE 20 IXEBEORE G N I BN S S, WE .

7.1.4 ENVIRONMNT FOR THE OPERATION OF PROCESSES
7.1. 4 TERERVEFEE (1S0 9001:2015)

I1ISO 9001:2015, Quality management systems — Requirements

The organization shall determine, provide and maintain the environment necessary for the operation of
its processes and to achieve conformity of products and services.
HENHE . PRI TR RIS, LUg T BEH R G A RS .

NOTE A suitable environment can be a combination of human and physical factors, such as:




A SR RIS IHE AT R R AVEIR SRR RS S, Fla:

a) social (e.g. non-discriminatory, calm, non-confrontational);

a) HheBE B, AERE . TRP0:

b) psychological (e.g. stress-reducing, burnout prevention, emotionally protective);

b) OIFFE (MEMREREE. WHPNAER. RIFEHRE);

c) physical (e.g. temperature, heat, humidity, light, airflow, hygiene, noise).

o VIERE (R, R, B, M. TARE. AR A,
These factors can differ substantially depending on the products and services provided.
H T AR ™ i AR S5 AN [R], X B[R 3R AT REAE AL 3 22 57
NOTE  Where third-party certification to ISO 45001 (or equivalent) is recognized, it may be used to

demonstrate the organization's conformity to the personnel safety aspects of this requirement.
TE: AE 1S0 45001 (ERAFEHbRAE) 5 =T5 VAEROA T BB LS, AZWAER] UE RS AR I 5
ZATTH

7.1.4.1 Environment for the operation of processes - supplemental

7.1. 4.1 TIEBRENRE—AT

The organization shall maintain its premises in a state of order, cleanliness, and repair that is consistent with

the product and manufacturing process needs.

HANLORFF A P DAL T 57 A IR 7R SRAH PR G s TR A B IR o

7.1.5 MONITORING AND MEASURING RESOURCES
7.1.5 BSHFNNEBFIE (1S0 9001:2015)
7.1.5.1 GENERAL

7.1.5.1 20| (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall determine and provide the resources needed to ensure valid and reliable sults
when monitoring or measuring is used to verify the conformity of products and services to requirements.
24 70) FH M PR B0 R A 7 it R R S5 4 BRI, ZH B A o AR AL O 5 B RO T SE R 1)
PR
The organization shall ensure that the resources provided:
23 A DR T SR AL P B R«

a) are suitable for the specific type of monitoring and measurement activities being undertaken;

a) &G Pt AT B AR AN R B 2R

b) are maintained to ensure their continuing fitness for their purpose.

b) 1FEI4Ed, ABIRRFELIE & H A&
The organization shall retain appropriate documented information as evidence of fitness for purpose of
the monitoring and measurement resources.

A NLOR B A R O IS B, A D9 AR B 5 & A& e

7.1.5.1.1 Measurement system analysis

7.1.5.1.1 WERSGHSHT

Statistical studies shall be conducted to analyse the variation present in the results of each type of inspection,
measurement, and test equipment system identified in the control plan. The analytical methods and
acceptance criteria used shall conform to those in reference manuals on measurement systems analysis.



Other analytical methods and acceptance criteria may be used if approved by the customer.

REBEAT GErt B FUoR T A AE 3 ) TR VR R AR G B AR % RGTH 45 R I AR

TR LB 2 A DB AN e I, B 55 P08 R G MBS 28 T — 3. i RAS 2 ottt HA
3BT R RN SCHE U R P AR

Records of customer acceptance of alternative methods shall be retained along with results from alternative
measurement systems analysis (see Section 9.1.1.1).

BRINERIIE 20k M S B RN ERE TSR —E2RE (W 9.1.1.1 5.

NOTE Prioritization of MSA studies should focus on critical or special product or process characteristics.

T DR G Mt TR Se N 2% BT S B R o ik B R

7.1.5.2 MEASUREMENT TRACEABILITY

7.1.5.2 MEFEHM (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

When measurement traceability is a requirement, or is considered by the organization to be an essential
part of providing confidence in the validity of measurement results, measuring equipment shall be:
RN EWIRINT, B S ] G R A5 AT B 5 B A AR, R
a) calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; when no such standards exist, the basis
used for calibration or verification shall be retained as documented information;
a) Jxof HE e 91U 281 ] s i ] b o 00 B, 2 ORI A 10T 1) 1) B A5 FH A T AR YRR AT (B0
KE (AR, HAAEAE LIRFRERS, SOREEEARMESRE (BAIE) HHE 1T OIS 2
b) identified in order to determine their status;
b) TLLAA, AR E HORES
c) safeguarded from adjustments, damage or deterioration that would invalidate the calibration status
and subsequent measurement results.
o) TRAGRY™,  Bij 1k n] BR A A RS AN BE 5 P D0 45 AR U B L R e Ak
The organization shall determine if the validity of previous measurement results has been adversely
affected when measuring equipment is found to be unfit for its intended purpose, and shall take
appropriate action as necessary.
LRI B VA AN T &I, 2R E AT B 25 SR 1A RO = 5 2 BRI me, 02
I 2 SR HCI 24 P4 i«
NOTE A number or another identifier traceable to the device calibration record meets the intent of the
requirements in ISO 9001:2015.
A ARG BRI A T SO AR IRAE, A2 1509001:2015 R 1K

7.1.5.2.1 Calibration/verification records

7.1.5.2.1 BofE/WEIRR

The organization shall have a documented process for managing calibration/verification records.

Records of the calibration/verification activity for all gauges and measuring and test equipment (including
employee-owned equipment relevant for measuring, customer-owned equipment, or on-site supplier-
owned equipment) needed to provide evidence of conformity to internal requirements, legislative and
regulatory requirements, and customer-defined requirements shall be retained.

HLNA — NSRS, T B AE /R TC . FLARBERF& AR ER . AR &



i FE SERAE T I BT & R R AAS et CRLHE 1 THA RIS 9k . B 40 1) v o L
Y BRI BB, HORSHE /SRS B 118 3 BT AORFF
The organization shall ensure that calibration/verification activities and records shall include the following
details:
AL 23 SR DR HE /SE S B AT 35 L ELAE DL 4077«
a) revisions following engineering changes that impact measurement systems;
a) HRAE M B AR 40 0 A B kAT BB AT
b) any out-of-specification readings as received for calibration/verification;
b A VHE /56 E S SR A A ArT i 125 R ) T
c) an assessment of the risk of the intended use of the product caused by the out-of-specification
condition;
) X i B R 155 190 5 P 7 ot TS A5 FH XU P Pl
d) when a piece of inspection measurement and test equipment is found to be out of calibration or
defective during its planned verification or calibration or during its use, documented information on the
validity of previous measurement results obtained with this piece of inspection measurement and test
equipment shall be retained, including the associated standard's last calibration date and the next due
date on the calibration report;
d) e RIS R BOR HESATE], BRAE LA RO, A G R R 1508 L e A A A AE R
B, REOR B A BRI . B ARG B A6 Sl miT I B 45 A AR R O RIS B, AR R
SR TR A SRR R R — R HE H TR — R AE R H
e) notification to the customer if suspect product or material has been shipped;
e) WIRATEE = mhE R O &IE, S B ()38 1
f) statements of conformity to specification after calibration/verification;
) RAE/IAESE, A RRFE R I
g) verification that the software version used for product and process control is as specified;
g) 0 F T it A R A 1) R B R AR A B R B
h) records of the calibration and maintenance activities for all gauging (including employee-owned
equipment, customer-owned equipment, or on-site supplier-owned equipment);
h) T A B H CELAE B A I s BT (1) 50 2 B (I SR G 1% R HERI4E4 I8 3 1)
TE3K
i) production-related software verification used for product and process control (including software
installed on employee-owned equipment, customer-owned equipment, or on-site supplier-owned
equipment).
D X FH T 72 R R ) (0 A P2 A DGR AR B iE. CELFE 22 T 0 A s es . A4 i &
B 7 (4t 7 s 4R A R IR 6

7.1.5.3 Laboratory requirements

7.1.5.3 SERRRER

7.1.5.3.1 Intenal laboratory

7.1.5.3.1 PNERSCIE=E

An organization's internal laboratory facility shall have a defined scope that includes its capability to perform
the required inspection, test, or calibration services. This laboratory scope shall be included in the quality
management system documentation. The laboratory shall specify and implement, as a minimum,
requirements for:



HENR N AR SR I6 = B N A — M E RG], EFE N A SRR e . e B HE IR 55 B BE T
T2 S0 5 U ] N0 A A o B B AR RO o S s A D N O DA S TR AR A S K
a) adequacy of the laboratory technical procedures;
a) SER BRI 78 s
b) competency of the laboratory personnel;
b) LI N G B
c) testing of the product;
c) =R
d) capability to perform these services correctly, traceable to the relevant process standard (sucn as ASTM,
EN, etc.); when no national or international standard(s) is available, the organization shall define and
implement a methodology to verify measurement system capability;
d) IEFHATIX LRSS RE S, PREWIRIAOCARE (Bt ASTM. EN %5): Gn iR i [ o 5l [H b
FritE,  ZH 23 B I St — N B ik Wl B R AL Re S BT
e) customer requirements, if any;
e) B ER, wf:
f) review of the related records.
F) R KATTRAG PR
NOTE Third-party accreditation to ISO/IEC 17025 (or equivalent) may be used to demonstrate the
organization‘s in-house laboratory conformity to this requirement.
FE: I 1S0/1EC17025 (BLAFHbRIE) 55 =T I\l n] IR R AL SN A S ie 15 A IX A 2K

7.1.5.3.2 External laboratory
7.1.5.3.2 SMERSCIO=
External/commercial/independent laboratory facilities used for inspection, test, or calibration services by
the organization shall have a defined laboratory scope that includes the capability to perform the required
inspection, test, or calibration, and either:
A LR A B0 L 50 AR Y AR 55 11 A1/ 7o b/ B S S e 2 AT — AN E RS B, B9 FL AN ST R
ke, I e HERRE 7y, JFH:
—the laboratory shall be accredited to ISO/IEC 17025 or national equivalent and include the relevant
inspection, test, or calibration service in the scope of the accreditation (certificate); the certificate of
calibration or test report shall include the mark of a national accreditation body; or
— S0 = NIl I 1SO/IEC17025 BEAE R [ ZKARAERIIN AT, NAT GIEFS) 8 B R A AR5 . 1
B0 AR AE R 55 R HEE P e o S AL FE SO AT AR & B
—there shall be evidence that the external laboratory is acceptable to the customer.
— LA UEHEIE B A S5 % AT A 2 4 32
NOTE Such evidence may be demonstrated by customer assessment, for example, or by customer-
approved second-party assessment that the laboratory meets the intent of ISO/IEC 17025 or national
equivalent. The second-party assessment may be performed by the organization assessing the laboratory
using a customer-approved method of assessment.
T X EEEE A] DL B A R E S, B R A AE 1 5 OB TR, SRIEIIZ SIS =L T
ISO/IEC17025 BRAERY[H SXhRr ik & Bl 58 — iU TEAL AT e vP Al S0 s 414, R AU AL e i oF
T EHAT o
Calibration services may be performed by the equipment manufacturer when a qualified laboratory is not
available for a given piece of equipment. In such cases, the organization shall ensure that the requirements



listed in Section 7.1.5.3.1 have been met.

IR B TR A SR I I, R AR SS AT A s G R AT . EIXAE LT, R
R 7.1.5.3.1 5% P HJZRAG 2 2

Use of calibration services, other than by qualified (or customer accepted) laboratories, may be subject to
government regulatory confirmation, if required.

RAEAR ST HIR AT, bR 7 R BRI (i3 1)) SRIR IR B LLAN, T2, WIREHZEIRG
EURT A LAL B A

7.1.6 ORGANIZATION KNOWLEDGE
7.1. 6 ZHZRANR (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall determine the knowledge necessary for the operation of its processes and to
achieve conformity of products and services.
MR E TR AIR, LLsT I AS A4 i AR %S .
This knowledge shall be maintained and be made available to the extent necessary.
XECHR T LLORRE,  JRAE V0 A AT A 5
When addressing changing needs and trends, the organization shall consider its current knowledge and
determine how to acquire or access any necessary additional knowledge and required updates.
DNREXS AN AR A () 75 SRR Fe ey, A 208 o A EIAT PR R, 0 2 T e R R 22 0 S 1) e A
T
NOTE 1 Organizational knowledge is knowledge specific to the organization; it is generally gained by
experience. It is information that is used and shared to achieve the organization’s objectives.
¥ 1 A AR AU AR, 8 WAL IR . &SI 2 H A BT A AL = (145
NOTE 2 Organizational knowledge can be based on:
2. AL RIR AT AR T
a) internal sources (e.g. intellectual property; knowledge gained from experience; lessons learned from
failures and successful projects; capturing and sharing undocumented knowledge and experience; the
results of improvements in processes, products and services);
a) WERIE CAnFnily =l MZ PRSI EIR s ARIBOR RS D) 1T B 15 30 i &5 20l s SRECH 73
ERICBCCAF ARG R 72 i AR S5 0 e 285 5D
b) external sources (e.g. standards; academia; conferences; gathering knowledge from customers or
external providers).

b) AMEKIE ClbriE; PRI TG B BN AT R RN .

7.2 COMPETENGCE
7.2 g€} (1S0 9001:2015)
I1ISO 9001:2015, Quality management systems — Requirements

The organization shall:

ML
a) determine the necessary competence of person(s) doing work under its control that affects the
performance and effectiveness of the quality management system;
a) e 2 HAE M TAE N AP R 2 A& R RE 7T, 1X 88N G ) AR 5200 ot 245 A R G 8OR A




b) ensure that these persons are competent on the basis of appropriate education, training, or
experience;
b) HEFEYMAF . sk, Hfrixes N a2 Em;
c) where applicable, take actions to acquire the necessary competence, and evaluate the effectiveness
of the actions taken;
o SEHINS, SREUEHSRAFIT T HIRE S, FEVEUHE It B A Rtk
d) retain appropriate documented information as evidence of competence.
d) CREE SRR RCCHRIE R, E N R BE T HIIESR o
NOTE Applicable actions can include, for example, the provision of training to, the mentoring of, or the
re-assignment of currently employed persons; or the hiring or contracting of competent persons.
e SRIUPR)E St v A dm s AR RN AT R S S ERE B 00 T, sE 4. e ikt

RN T

7.2.1 Competence - supplemental
7.2.1 BEH—H3E

The organization shall establish and maintain a documented process(es) for identifying training needs
including awareness (see Section 7.3.1) and achieving competence of all personnel performing activities
affecting conformity to product and process requirements. Personnel performing specific assigned tasks
shall be qualified, as required, with particular attention to the satisfaction of customer requirements.

HH LR SR IR O B R, U AR R (LA 7.3.1 20 fENRRIIFGE SR, A N
SO P RS R ESR AT S G S N R B4 RE T SRR 1R IR S5 I N 3 B 4 2L SR 3R 47 Bt
RN, JGH I B 25 22 3K PR 2

7.2.2 Competence - on - the - job training
7.2.2 g H—FEREI

The organization shall provide on-the-job training (which shall include customer requirements training) for

personnel in any new or modified responsibilities affecting conformity to quality requirements, internal
requirements, regulatory or legislative requirements; this shall include contract or agency personnel. The
level of detail required for on-the-job training shall be commensurate with the level of education the
personnel possess and the complexity of the task(s) they are required to perform for their daily work.
Persons whose work can affect quality shall be informed about the consequences of nonconformity to
customer requirements.

X AR IR R . A EREER . R EGR EOR A SV R B B R R ST N 5L, AR
BATERRI CLA e RS ZREID, 46 R LeRE T IR R N 5 A\ 5
M2 R R S AR HH AR th AT AR 55 B AR REARTR . MRS IR o B 0 AR N 5 S4B 75 R
ANFEE A SR 5 R

7.2.3 Internal auditor competency

7.2.3 NERHEIXGIRES

The organization shall have a documented process(es) to verify that internal auditors are competent, taking
into account any customer-specific requirements. For additional guidance on auditor competencies, refer
to ISO 19011. The organization shall maintain a list of qualified internal auditors.

ML A TS SR, HTIRIEN S R AR, EH BRI R EE K. KT HIZ AR
M2 2%, 221,150 19011, I NORFF— &4 P B 1% 1 44 H



Quality management system auditors, manufacturing process auditors, and product auditors shall all be
able to demonstrate the following minimum competencies:
JREE PR R 0L I T R OURI G A DR N A RS IE S/ B A DL R
a) understanding of the automotive process approach for auditing, including risk-based thinking;
a) TR HROIRR L, AFE T R (1 R4
b) understanding of applicable customer-specific requirements;
b) i R R i K
¢) understanding of applicable ISO 9001 and IATF 16949 requirements related to the scope of the audit;
©) T 1509001 A IATF16949 Hid F ) 55 B A% Vi A7 SR 3K
d) understanding of applicable core tool requirements related to the scope of the audit;
d) T RS S AZIE A S HE iR 0 TR R,
e) understanding how to plan, conduct, report, and close out audit findings.
e) TR TR AL . SR AL R A LR P R R I
Additionally, manufacturing process auditors shall demonstrate technical understanding of the relevant
manufacturing process(es) to be audited, including process risk analysis (such as PFMEA) and control plan.
Product auditors shall demonstrate competence in understanding product requirements and use of relevant
measuring and test equipment to verify product conformity.
At i A B A IR RIE SN T AL A SR IE AR, LR BRI, GRS 3 B
(FlGn PEMEA) RS TR o 7™ il B AR SR IR SEH 1™ 255K, REE AT AR DG I & A Ee 1
HRAEP T
Where training is provided to achieve competency, documented information shall be retained to
demonstrate the trainer's competency with the above requirements.
fESB BRI A S U, SRR L, SRR 7 A LR,
Maintenance of and improvement in internal auditor competence shall be demonstrated through:
P9 A% SR RE 0 4 RR 5 Dot RO BT J7 AT IR S
f) executing a minimum number of audits per year, as defined by the organization; and
) FERATHIRE MM R R, IR
g) maintaining knowledge of relevant requirements based on internal changes (e.g., process technology,
product technology) and external changes (e.g., ISO 9001, IATF 16949, core tools, and customer specific
requirements).
g) TRFFFEET N (e WREHOR . PR OR) MAMEE R (W1: 1SO9001. IATF 16949, 0
TR KRR ER) RGBSR AT

7.2.4 Second party auditor competency
7.2.4 EHHXGREN
The organization shall demonstrate the competence of the auditors undertaking the second-party audits.
Second-party auditors shall meet customer specific requirements for auditor qualification and demonstrate
the minimum following core competencies, including understanding of:
PLANE SN F R F RIS % R BIRE ST, 58 05 A% O3 A A 2% %o A% B R R e s R
FESe > R LU0 RE ST, AHE T il

a) the automotive process approach to auditing, including risk based thinking ;

a) RO RETE, BAEEE T R 4,

b) applicable customer and organization specific requirements ;

b) & M AR s AE AN AR SE BER s



c) applicable ISO 9001 and IATF 16949 requirements related to the scope of the audit;

) 1SO 9001 HI IATF 16949 Hid F ) 55 B A% Y FE A7 R 245K

d) applicable manufacturing process(es) to be audited, including PFMEA and control plan;
d) EH R H L HIE I R, AHE PFMEA M8 s

e) applicable core tool requirements related to the scope of the audit;

e) 58RI B R INE A AR O TR EDR

f) how to plan, conduct, prepare audit reports, and close out audit findings.

£ AT R R S A G ) A AR T RO T A% R D

7.3 AWARENESS

7.3 EiR (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The organization shall ensure that persons doing work under the organization’s control are aware of:
2H 23 A DR B2 A IR AR N SR S5«
a) the quality policy;
a) JuE T
b) relevant quality objectives;
b) AHKM PR H b
c) their contribution to the effectiveness of the quality management system, including the benefits of
improved performance;
o) AT BT B B AR R A RME R TR, B o S e Ak

d) the implications of not conforming with the quality management system requirements.

d) AL FREEHEARERMER.

7.3.1 Awareness - supplemental
7.3.1 BiR—#%
The organization shall maintain documented information that demonstrates that all employees are aware
of their impact on product quality and the importance of their activities in achieving, maintaining, and
improving quality, including customer requirements and the risks involved for the customer with non-
conforming product.

fﬁh%ﬁl#mﬁw,ﬁ*%ﬁmI%Mwﬁ XF P BRI, DA A ARATT T A S 3))
f V PREFIF Sk o R S, B B R SR R AN e A T ) R

7.3.2 Employee motivation and empowerment
7.3.2 RTHRMFIR
The organization shall maintain a documented process(es) to motivate employees to achieve quality
objectives, to make continual improvements, and to create an environment that promotes innovation. The
process shall include the promotion of quality and technological awareness throughout the whole
organization

LA SLORFF I O IR R, 0 52 St H bR, BEATHRER e, JFe s — MR GR35
ﬁfﬁf@%ﬁﬁ%A@mﬁﬁiﬁﬁﬁmwﬂﬁf



7.4 COMMUNICATION
7.4 3538 (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The organization shall determine the internal and external communications relevant to the quality
management system, including:
NI E S5 RS PR SO S B N R A A B VA, LA
a) on what it will communicate;
a) VB4
b) when to communicate;
b) A VA) i ;
¢) with whom to communicate;
o) Hiflyim;
d) how to communicate;
d) UnfATVA) 3
e) who communicates.
e) MEFMTTIIE,

7.5 DOCUMENTED INFORMAT ION

7.5 FRSCHRIER (180 9001:2015)

7.5.1 GENERAL

7.5.1 B (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization’s quality management system shall include:
2 A R B R AR R N AL
a) documented information required by this International Standard;
a) AFRHEER I SO AE
b) documented information determined by the organization as being necessary for the effectiveness
of the quality management system.
b) ZHZfE [ 9 DR ot B8 BRAR AT UL BT 5 B TR S A 45
NOTE The extent of documented information for a quality management system can differ from one
organization to another due to:
e WTAFAR, S A RERSCE BN 2D 5 T UUAE, BT
— the size of organization and its type of activities, processes, products and services;
—HPRE, DARESN . IERE PRI S 2R A
— the complexity of processes and their interactions;
—II AR R A BAE A
— the competence of persons.

— ANAIIBES .

7.5.1.1 Qual ity management system documentation
7.5.1.1 REEBERXH
The organization's quality management system shall be documented and include a quality manual, which

can be a series of documents (electronic or hard copy).

AR R BA R NIRRT, FFOFE—mRETM, fTh—R5] R sddss IUEARD ot



Fe 7o
The format and structure of the quality manual is at the discretion of the organization and will depend on
the organization's size, culture, and complexity. If a series of documents is used, then a list shall be retained
of the documents that comprise the quality manual for the organization.
LTk NS AR BT R0E, BB T AR, SR it R — R
i, TSR BE — 13 ) R ZH 2R 5 T U ) ST AR s o
The quality manual shall include, at a minimum, the following:
g B AR S D R S R
a) the scope of the quality management system, including details of and justification for any exclusions;
a) FUEEIARRAVEE, A3 A N 40 R IE 2 ) 3
b) documented processes established for the quality management system, or reference to them;
b) A J5t B AR FR LI T RO R AR et H 51 H
¢) the organization's processes and their sequence and interactions (inputs and outputs), including type
and extent of control of any outsourced processes;
o) MR ST A BLAE G A D, BLFE AT A I R s ] (1) S BRI T
d) a document (i.e., matrix) indicating where within the organization's quality management system their
customer-specific requirements are addressed.
d) AR SRR HAR R A TR T T AR ORI SO (R FERED.
NOTE A matrix of how the requirements of this Automotive QMS standard are addressed by the
organization's processes may be used to assist with linkages of the organization's processes and this
Automotive QMS.
R A — A BRSO R frnins R AVRZE QMIS Briff R 0 A PSR A B E 42U 2 5 AR E Qs
PRAEZ A ST 2R

7.5.2 CREATIONG AND UPDATING
7.5.2 YwHEIFIEET (1SO 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

When creating and updating documented information, the organization shall ensure appropriate:
FEQ AN HOE OIS B, ZHZUN A R 24 1 -

a) identification and description (e.g. a title, date, author, or reference number);

a) ARUVRIEE (e AR, HI. FEE. RIIHS55E);

b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);

b) #&x\ (A WEE . BAA. B MEAE (. 408, B a;

c) review and approval for suitability and adequacy.

c) VREEAIEAE, DA fRE B TS ok

7.5.3 CONTROL OF DOCUMENTED INFORMATION
7.5.3 R HEE R EYFEH] (1S0 9001:2015)
7.5.3.1(1S0 9001:2015)
7.5.3.1(1S0 9001:2015)
I1ISO 9001:2015, Quality management systems — Requirements
Documented information required by the quality management system and by this International Standard

shall be controlled to ensure:

JSE U BRAR SR AAR HE T ZOR IR O RIE R, A fR -




a) it is available and suitable for use, where and when it is needed;
a) (ETREMIGEFIRIHL, B0 3RA5 & F s
b) it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

b) TLAZERY (. ByibR%E . A HEAEE).,

7.5.3.2(1S0 9001:2015)
7.5.3.2(1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

For the control of documented information, the organization shall address the following activities, as
applicable:
RIS RIE R, GRS, HRRNE3AT N FES:

a) distribution, access, retrieval and use;

a) gk Uil R A

b) storage and preservation, including preservation of legibility;

b) FEAE AT, AR IR RE AT L

c) control of changes (e.g. version control);

o) B CankAREE D

d) retention and disposition.

d) REFLE.
Documented information of external origin determined by the organization to be necessary for the
planning and operation of the quality management system shall be identified as appropriate, and be
controlled.
XFTHLFER . RRAIEAT R EE IR RIL TR RE SNSRI EE, ARk
EAG, JF T R
Documented information retained as evidence of conformity shall be protected from unintended
alterations.
Xof T OR 87 BOAE A RF S PR A TR B A (045 B R T BAORP, B L A T i) 56 5
NOTE Access can imply a decision regarding the permission to view the documented information only,
or the permission and authority to view and change the documented information.

e WSO RIEER “Uia” TREEMRE IRV R, B BIRE RVFE R FRAUE S

7.5.3.2.1 Record retemtion

7.5.3.2.1 iBRIREG

The organization shall define, document, and implement a record retention policy. The control of records
shall satisfy statutory, regulatory, organizational, and customer requirements.

WA —MAER S TR I BAEHAT IR ORAE B o X e Sg IR ) Sy S VE AR, 4
AV

Production part approvals, tooling records (including maintenance and ownership), product and process
design records, purchase orders (if applicable), or contracts and amendments shall be retained for the length
of time that the product is active for production and service requirements, plus one calendar year, unless
otherwise specified by the customer or regulatory agency.

FLORAFA P e SCfE . TR d s (RR4EPMPrA RO A R SR L R 8 (&
D 8-S RAMEIE, GRS A 97 S AE AT A2 P2 AR 55t 2R A %00, Bn E—AH A, B
AR 2 B B S A R R K



NOTE Production part approval documented information may include approved product, applicable test

equipment records, or approved test data.

Vi AP AEHEHE IR BSR4 2T B e i 3 e B A 1 sk At e IR i

7.5.3.2.2 Engineering specifications

7.5.3.2.2 T3

The organization shall have a documented process describing the review, distribution, and implementation
of all customer engineering standards/specifications and related revisions based on customer schedules, as
required.

LA T ORI R, FaR T 2 K A 1k P HEAT 1) I 2 RS AR v/ S S A AR AT B R
B o RNISE it .

When an engineering standard/specification change results in a product design change, refer to the
requirements in 1SO 9001, Section 8.3.6. When an engineering standard/specification change results in a
product realization process change, refer to the requirements in Section 8.5.6.1. The organization shall
retain a record of the date on which each change is implemented in production. Implementation shall
include updated documents.

4 TR AR /RGBS BU™ S B SO, T2 L 1509001 5 8.3.6 SRR . 2 AR ARt/ HITE 5
S EOE S BUL FE O, 152 WL 1509001 £ 8.5.6.1 A< HIESR . ZH A i B A TR MUAE A e P s
it SRS o St S A B i R S A

Review should be completed within 10 working days of receipt of notification of engineering
standards/specifications changes.

4 AEYS 3 TR/ S 0@ AN 5 10 A LA H N 58P .

NOTE A change in these standards/specifications may require an updated record of customer production
part approval when these specifications are referenced on the design record or if they affect documents of
the production part approval process, such as control plan, risk analysis (such as FMEAs), etc.

A BRI TIXERHE, SO ST 1A e AR R S, il R R
B2 Afr Clnn FMEAD S5y, S SEAR v /AT 1) B 55 B0 s P A P A b T SR dh AT BT

8 OPERATION
8 1&{T(1S0 9001:2015)

8.1 OPERATIONAL PLANNING AND CONTROL
8.1 BITHRXIFNIZHI (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall plan, implement and control the processes (see 4.4) needed to meet the
requirements for the provision of products and services, and to implement the actions determined in
Clause 6, by:
i R AR S HR AL ISR, FESHEEE 6 TR E R, A1 ZROE DU RSt B 7 B R
(W 4.4) HEATERR. Sehimnzd:
a) determining the requirements for the products and services;
a) E 7 AR 55 PR K
b) establishing criteria for:
b) EENL T HI N AN .
1) the processes;
1) iR




2) the acceptance of products and services;
2) 7R AR S R
c¢) determining the resources needed to achieve conformity to the product and service requirements;
o) BHE T A it R IR 55 225K I 75 1) BE UL
d) implementing control of the processes in accordance with the criteria;
d) 472 o DU S o R A
e) determining, maintaining and retaining documented information to the extent necessary:
e) TELERVEEMMEE B, e ItOrEE. RETEBCUHRIE R
1) to have confidence that the processes have been carried out as planned;
D fEd R O A R R
2) to demonstrate the conformity of products and services to their requirements.
2) RS AR SS 16 2K
The output of this planning shall be suitable for the organization’s operations.
TR B IS S R )is AT R
The organization shall control planned changes and review the consequences of unintended changes,
taking action to mitigate any adverse effects, as necessary.
MY AR SRR AR, PP AETUAR E R AR, DE, SRS T AR S .
The organization shall ensure that outsourced processes are controlled (see 8.4).
MY RN B2 (W, 8.4).

8.1.1 Operational planning and control - supplemental
8.1.1 BITHRRIFEF—APFE
When planning for product realization, the following topics shall be included:
FEXT 7 ity S BLREAT SRR, A0, 5 LT 3

a) customer product requirements and technical specifications;

a) B b SRR R,

b) logistics requirements;

b) PIAEK;

¢) manufacturing feasibility;

o) & AT IE;

d) project planning (refer to ISO 9001, Section 8.3.2);

d) TiHZFEXI(Z 150 9001 55 8.3.2 %%)

e) acceptance criteria.

e) FRUCHEN.

The resources identified in 1ISO 9001, Section 8.1 c), refer to the required verification, validation, monitoring,

measurement, inspection, and test activities specific to the product and the criteria for product acceptance.
IS0 9001 % 8.1 2% C)IilH ¥y B /& i Fr 2R I = i e IR E A, B, W= R IeFnilie & 3)
DL 7= S R S HE

8.1.2 Confidentiality
8.1.2 &%
The organization shall ensure the confidentiality of customer-contracted products and projects under

development, including related product information.

LR NIRA PR IELETT A rh AR B8 207 i R H S A 267 d {5 2 R DR




8.2 REQUIREMENTS FOR PRODUCTS AND SERVICES

8.2 FERFNPRFZER (1S0 9001:2015)
8.2.1 CUSTOMER COMMUNICATION

8.2.1 W% & (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

Communication with customers shall include:
5 B Y TR R PN 2 A
a) providing information relating to products and services;
a) R RS HIE R
b) handling enquiries, contracts or orders, including changes;
b) AFFM). AFREETH, MEEE,
c) obtaining customer feedback relating to products and services, including customer complaints;
o) BRI R ah MR S5 2 B A5t AL $5VF
d) handling or controlling customer property;
d) A B B A I
e) establishing specific requirements for contingency actions, when relevant.

e) RAH KNI, HilEA RN AR E ZoKo

8.2.1.1 Customer communication - supplemental

8.2.1.1 MEWE —4 7

Written or verbal communication shall be in the language agreed with the customer. The organization shall

have the ability to communicate necessary information, including data in a customer-specified computer
language and format (e.g., computer-aided design data, electronic data interchange).

I 0 % ) 2 PRV 5 AT T IR SkVa i o ZH RN AT R 4% 0 I E R 1R 5 R 2k VA i 6 B AE
B, BRI RUE B THEALE S A N EEE (Bl TEENUANL SO R B SRR

8.2.2 DETERMINING THE REQUIREMENTS FOR PRODUCTS AND SERVICES
8.2.2 FRFAMRBERBFE (1S0 9001:2015)

I1ISO 9001:2015, Quality management systems — Requirements

When determining the requirements for the products and services to be offered to customers, the
organization shall ensure that:
FERHRE [ B2 SR AL 1R 77 ot AR 55 R SR I, 22N Af IR«
a) the requirements for the products and services are defined, including:
a) ARSI ERGRIRE, A
1) any applicable statutory and regulatory requirements;
1) I VR K
2) those considered necessary by the organization;
2) HLWNH B EER
b) the organization can meet the claims for the products and services it offers.

b) X HFHRBEH ™ ARG, RERE I AR EOKR




8.2.2.1 Determining the requirements for products and services -
supp lemental

8.2.2.1 FFRMRFIERHTHE—HIFE

These requirements shall include recycling, environmental impact, and characteristics identified as a result
of the organization's knowledge of the product and manufacturing processes.

T G LSRN (BT R FH S X PR EE FR20] , A R AR AR ZH 2008 77 it R ) 3 1 52 ) DA R P R ] PR AR 1
Compliance to I1SO 9001, Section 8.2.2 item a) 1), shall include but not be limited to the following:

HSF 150 9001 £ 8.2.2 %% a)1) Wi R B AL FEAH AR T«

all applicable government, safety, and environmental regulations related to acquisition, storage, handling,
recycling, elimination, or disposal of material.

PR GRS FROERAS . A0 s, Rl SR I RINBUR . e IAEE L.

8.2.3 REVIEW OF THE REQUIREMENTS FOR PRODUCTS AND SERVICES
8.2.3 FRFARSSERKEIITFE (1S0 9001:2015)

8.2.3.1(1S0 9001:2015)

8.2.3.1(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

Thrganization shall ensurthat it has the ability to meet the requirements for products and services to be
offered to customers. The organization shall conduct a review before committing to supply products and
services to a customer, to include:
ZH 23 SR ORAT BE 05 A2 100 I S AL PR 7 i R IR 95 R SR o R U e I 2 SR 4t i MR 25 2 A, 2
SRR NN & TUE SR BEAT PP R -
a) requirements specified by the customer, including the requirements for delivery and post-delivery
activities;
a) BRI ER, AAEX AT S AT R iE B K
b) requirements not stated by the customer, but necessary for the specified or intended use, when
known;
b) B EAREAT W, AEAE R FH o s 0 0 AR TS0 FH 3 a0 5 P 5K
c) requirements specified by the organization;
o) HEURE M ER
d) statutory and regulatory requirements applicable to the products and services;
d) 3@ T mNIIR S5 FRVE A A K
e) contract or order requirements differing from those previously expressed.
e) SR RRAFAEZ 7 1 [F T K.
The organization shall ensure that contract or order requirements differing from those previously defined
are resolved.
5 SRl E F BT B SR AR S, SN R AT SR I AR B v
The customer’s requirements shall be confirmed by the organization before acceptance, when the
customer does not provide a documented statement of their requirements.
U A SR OISR, 20 SR RS2 e S SR Al S0 B 25 S SR BEAT A o
NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead,
the review can cover relevant product information, such as catalogues.
e FEREEIEOUN, ik EAE, XN BT IE P AT RE R AN SRR, AR BT,
APFEA SR AR R, e H




8.2.3.1.1 Review of the requirements for products and services -
supp lemental

8.2.3.1.1 FRABRFEKRMIFHE—H R

The organization shall retain documented evidence of a customer-authorized waiver for the requirements
stated in 1ISO 9001, Section 8.2.3.1, for a formal review.

LGN AR B TR O ROUESE , IEXS 1S0 9001 5 8.2.3.1 4k H 1E Ui B 25K 1 SR 25 44 o

8.2.3.1.2 Customer - designhated special characteristics

8.2.3.1.2 MEIBENFFIHRIFYE

The organization shall conform to customer requirements for designation, approval documentation, and
control of special characteristics.

HANAT G X R 5 52« e SO AR A R K

8.2.3.1.3 Organization manufacturing feasibility

8.2.3.1.3 ALHIERTITHE

The organization shall utilize a multidisciplinary approach to conduct an analysis to determine if it is feasible
that the organization's manufacturing processes are capable of consistently producing product that meets
all of the engineering and capacity requirements specified by the customer. The organization shall conduct
this feasibility analysis for any manufacturing or product technology new to the organization and for any
changed manufacturing process or product design.

HIR N 2 J7 e ki AT oA, DA e AR B hiE T RE SaTAT I, BB AR 24 77 tH 7 4 it
B FIE 1 A3 AR AN G BRI it o ZHZA S AR ARD0S T 38T Al 5™ iR, AR AT B 2
I P 3 R B BT AT AW AT M AT

Additionally, the organization should validate through production runs, benchmarking studies, or other
appropriate methods, their ability to make product to specifications at the required rate.

BeAh, LN ZEd AT AR E B AR EE B T, WA JLRE RS DUTE R A A
AR S TG 7 i

8.2.3.2(1S0 9001:2015)
8.2.3.2(1S0 9001:2015)
I1ISO 9001:2015, Quality management systems — Requirements

The organization shall retain documented information, as applicable:
TN, AN S T FIT7 A R BOCFE &

a) on the results of the review;

a) PFH AR

b) on any new requirements for the products and services.

b) 77 b AR SS HEET EoK

8.2.4 CHANGES TO REQUIREMENTS FOR PRODUCTS AND SERVICES
8.2.4 F@mAMBRFZERAIER (1SO 9001:2015)

I1ISO 9001:2015, Quality management systems — Requirements

The organization shall ensure that relevant documented information is amended, and that relevant

persons are made aware of the changed requirements, when the requirements for products and services




are changed.
A ARG RO AL S, H AR ORAH SR BT O 15 BAF BB B IR ORAR SN 52 i
CL B B K

8.3 DESIGN AND DEVELOPMENT OF PRODUCTS AND SERVICES

8.3 FEmFARSFE BT FFF 4 (1S0 9001:2015)
8.3.1 GENERAL

8.3.1 S (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The organization shall establish, implement and maintain a design and development process that is
appropriate to ensure the subsequent provision of products and services.

AN SR DR P IE 2 BT ROF AR, DR DR Jm SR 7 b AR 55 O 3 3t

8.3.1.1 Design and development of products and services - supplemental

8.3.1.1 TRMBFHRLITMAZ—APF

The requirements of 1ISO 9001, Section 8.3.1, shall apply to product and manufacturing process design and

development and shall focus on error prevention rather than detection.

1SO 9001 5 8.3.1 2% HEE R Msd I 7 i Mg il R ) BT AT, JF HLREE BT8R 0T, A2
PRI o

The organization shall document the design and development process.

GRS Bt AT AR T B

8.3.2 DESIGN AND DEVELOPMENT PLANNING
8.3.2 itFF L FERI (1S0 9001:2015)

ISO 9001:2015, Quality management systems — Requirements

In determining the stages and controls for design and development, the organization shall consider:
FER E BT FIIT R 25 A BRI, HEARE S

a) the nature, duration and complexity of the design and development activities;

a) BHAIIFRIESNHIPEST . RFSEI TR RIS 2R AR

b) the required process stages, including applicable design and development reviews;

b) Jrits IR ARRT B, B4 FH BT AT AP

c) the required design and development verification and validation activities;

o) Fraa KB AT A S UE AR A 3l

d) the responsibilities and authorities involved in the design and development process;

d) B FITF RIS AR S R T AR R 5

e) the internal and external resource needs for the design and development of products and services;

e) 77 AR S5 IR BT HRITT 5 75 4 A AN A7 B

f) the need to control interfaces between persons involved in the design and development process;

) BT RIS S 5 N G2 a3 6 K

g) the need for involvement of customers and users in the design and development process;

g) B HE S 5B NIT R R R /K

h) the requirements for subsequent provision of products and services;

h) 0 Je 2277 i AR 55 3 LAY 255K

i) the level of control expected for the design and development process by customers and other




relevant interested parties;

i) R R HA AT AR 5 T7 B B BRI R I R R A K

j) the documented information needed to demonstrate that design and development requirements
have been met.

J) UESE S AL Bt AT R BESRIT /3 IR O 1S B

8.3.2.1 Design and development planning - supplemental

8.3.2.1 EItMA LRI —4PFE

The organization shall ensure that design and development planning includes all affected stakeholders
wilhin the organization and, as appropriate, its supply chain. Examples of areas for using such a
multidisciplinary approach include but are not limited to the following:

A ZA SRR DR BT FHIT A S RITeR 55 AL 23 BB T S 5N B R AR oG 3 S 3L Gl i) (RN BE . (2
T3 WAETTVE R T AR E AR T

a) project management (for example, APQP or VDA-RGA);

a) TWHEH (Flin: APQP 5% VDA-RGA);

b) product and manufacturing process design activities (for example, DFM and DFA), such as

consideration of the use of alternative designs and manufacturing processes;

b) FE ARG FE B HES (40 DFM AT DFA), Biltn: =5 Re i A B AR BE i Fn i i A2

c) development and review of product design risk analysis (FMEAs), including actions to reduce potential

risks;

o) PR BB AT (FMEA) BT ARFIVE S , 0475 PR AR 70 AU 4 435 it

d) development and review of manufacturing process risk analysis (for example, FMEAs, process flows,

control plans, and standard work instructions).

d) HlIESFE RS AT (l: FMEA. IFRERRE . BT RIRIARAER TAEFR 5 1) PR AR .
NOTE A multidisciplinary approach typically includes the organization's design, manufacturing,
engineering, quality, production, purchasing, supplier, maintenance, and other appropriate functions.

e 2 WIETEEE AFEHSN R fliE. TR R, AT SR, (R, 4EF AR IE IR

2
He o

8.3.2.2 Product design skills

8.3.2.2 FmigitiiaE

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

AN PR AT 7 i B THIR BT AN R R Ak BOA TR, IR R I i ot TR AR RE .
A LR AR N AF B H R

NOTE An example of product design skills is the application of digitized mathematically based data.

T FETHUE R TR 1 S S 2 —Fh ™ B RE

8. 3. 2.3 Development of products with embedded software

8.3.2.3 HHEBRARKGHN~ZRmBAL

The organization shall use a process for quality assurance for their products with internally developed
embedded software. A software development assessment methodology shall be utilized to assess the
organization's software development process. Using prioritization based on risk and potential impact to the



customer, the organization shall retain documented information of a software development capability self-
assessment.

ML — N ERIES R, TG N R R BRI 07 o RER BT R PP 7
KPPAL LR B A A R o 2H 2R 42 R RIS AU B 28 FE e (R AR e 0, N3 K R 0 B VPA
TR EA TS 1R B

The organization shall include software development within the scope of their internal audit programme
(see Section 9.2.2.1).

LD IT R AN LN B A% T R (B8 9.2.2.1 %)

8.3.3 DESIGN AND DEVELOPMENT IMPUTS
8. 3.3 ®itFFA LA (1SO 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall determine the requirements essential for the specific types of products and
services to be designed and developed. The organization shall consider:
LA RIER X BRI K R BARSE AL 7 i MR 5%, e FEAR I EEK . HE R R
a) functional and performance requirements;
a) DRERMEREER
b) information derived from previous similar design and development activities;
b) SR LART SR B FIIT RGBS B
c) statutory and regulatory requirements;
o) EHEREK,
d) standards or codes of practice that the organization has committed to implement;
d) ZH LR Uk St R AR A BAT ML AR 5
e) potential consequences of failure due to the nature of the products and services.
&) B AR HERR IO I, SRR HIEE S .
Inputs shall be adequate for design and development purposes, complete and unambiguous.
B R AA NS B RFR I F B, ELRISE%e. .
Conflicting design and development inputs shall be resolved.
JSEfigf LR AH B R BT AITE RN
The organization shall retain documented information on design and development inputs.

LR OR B A R BT AT R R\ AR A 45 B

8.3.3.1 Product design input
8.3.3.1 FAIEITHA
The organization shall identify, document, and review product design input requirements as a result of
contract review. Product design input requirements include but are not limited to the following:
HLZANINAE Ny R VP B 25 IR i BT N SR BEAT N TR RO AT PR o 77 i B AN
SRAFFAEANR T

a) product specifications including but not limited to special characteristics (see 8ection 8.3.3.3);

a) TS, BFREARR TRRRE (L 8.3.3.3 2%):

b) boundary and interface requirements;

b) IhF AN B R

c¢) identification, traceability, and packaging;

(DR 7 AN B ER i ST E



d) consideration of design alternatives;
d) KB EAREFEE 1E
e) assessment of risks with the input requirements and the organization's ability to mitigate/manage the
risks, including from the feasibility analysis;
e) SN LR KU (9 3TA , DA X 2H SR AR /45 B R CELHE SR T AT VA BT IR RS ) [ RE T IR
il
f) targets for conformity to product requirements including preservation, reliability, durability,
serviceability, health, safety, environmental, development timing, and cost;
) BRI AR BbR, WHER . TR WAYE. ATARSPE. (@R, A HEE. R
P 2 HER RSOAS 457 18I 5
g) applicable statutory and regulatory requirements of the customer-identified country of destination, if
provided,;
g) WA E R H A E (g R4 idE FNE R K
h) embedded software requirements.
H) RN SRR
The organization shall have a process to deploy information gained from previous design projects,
competitive product analysis (benchmarking), supplier feedback, internal input,field data, and other
relevant sources for current and future projects of a similar nature.
ML A IR, BANCLRTR BRI « 5™ ot Rk U . A B
YRR A E A R SR RIS R, T N T AR SRAR A BT I .
NOTE One approach for considering design alternatives is the use of trade-off curves.

Ve A3 AU 2 2 R BT I B AL R — RO i

8. 3. 3.2 Manufacturing process design input
8.3.3.2 FlEIRERIHEMA
The organization shall identify, document, and review manufacturing process design input requirements
including but not limited to the following:
LN I I AR BT N ER AT R TR O IR AT VR, AR EA R T
a) product design output data including special characteristics;
a) P R, AR R
b) targets for productivity, process capability, timing, and cost;
b) 27, WRERE ST WRE e HE S AR B s
¢) manufacturing technology alternatives;
o) HEEARBMILFE:
d) customer requirements, if any;
d) BiEER, W
e) experience from previous developments;
e) LMEMRIJT KA
f) new materials;
) Bk kL
g) product handling and ergonomic requirements; and
g) 7B M NAR TR ER . BLR
h) design for manufacturing and design for assembly .

h) il B A AL BT



The manufacturing process design shall include the use of error-proofing methods to a degree appropriate
to the magnitude of the problem(s) and commensurate with the risks encountered.

G R B S A4, A T R 2 P E AR, R T A ) XIS A R PR B2 A A FH I i 7

8.3.3.3 Special characteristics
8.3.3.3 ki
The organization shall use a multidisciplinary approach to establish, document, and implement its
process(es) to identify special characteristics, including those determined by the customer and the risk
analysis performed by the organization, and shall include the following:
HLRK 2 07 WAE T VERGESL . TE BRI St TR R BR AR I I B, 458 5 1 5 1) DA R
AV e g TR R NE SR X VA e
a) documentation of all special characteristics in the drawings (as required), risk analysis (such as FMEA),
control plans, and standard work/operator instructions; special characteristics are identified with specific
markings and are cascaded through each of these documents;
a) FEITA R RR ISR I AR RO KR AT (Bl FMEAD . Pl RIFIARHE 1) TAE/#4E
YOUIAS: RFPRRRIE R BOARICHEAT AR IR, JF H BT R e b i — A
b) development of control and monitoring strategies for special characteristics of products and
production processes;
b) D7 i AR P e R AR IR AR PR T 42 ) A SR
¢) customer-specified approvals, when required;
o) U HLE IRRIE, WA EK,
d) compliance with customer-specified definitions and symbols or the organization's equivalent symbols
or notations, as defined in a symbol conversion table. The symbol conversion table shall be submitted to
the customer, if required.
d) ST A HE [ E SO 5 BRI A 5 AR, InfF SR IR . W R, B[] Jit
FARAFF TR

8.3.4 DESIGN AND DEVELOPMENT CONTROLS
8. 3. 4 &itFF &% (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall apply controls to the design and development process to ensure that:
MR BT RIS R EAT 45, DAk -
a) the results to be achieved are defined;
a) HUEMIRIFAISE R
b) views are conducted to evaluate the ability of the results of design and development to meet
requirements;
b) SEHEVEE G, LAVFA BRI R IR 45 Fim 2 2K 1 e
c) verification activities are conducted to ensure that the design and development outputs meet the
input requirements;
o) SEHEIRUEIE S, AR ORB VRN R S I L R
d) validation activities are conducted to ensure that the resulting products and services meet the
requirements for the specified application or intended use;
d) SERERESD, DA DRIE B i A0 IS5 B 6 2 e 118 R BT T & 205K

e) any necessary actions are taken on problems determined during the reviews, or verification and




validation activities;

e) EFXTPEE . SRR A DA I R rh A e ) e R A T

f) documented information of these activities is retained.

) DR B X LLE B0 1 O RIS B
NOTE Design and development reviews, verification and validation have distinct purposes. They can be
conducted separately or in any combination, as is suitable for the products and services of the
organization.
e BOTFIFR BV . SiE A A R A A E B . AR 207 i R IR S5 ) BRI L, mT RAER
B DME S AT

8.3.4.1 Monitoring

8.3.4.1 M5

Measurements at specified stages during the design and development of products and processes shall be
defined, analysed, and reported with summary results as an input to management review (see Section
9.3.2.1).

7 it AR BT R ATV S8 B B I B S i e, BUE RS AR ORI, 1R
HIFF MmN (W 9.3.2.1 %)

When required by the customer, measurements of the product and process development activity shall be
reported to the customer at stages specified, or agreed to, by the customer.

TEIRAT FITEE RIS, NEAE e R B[R] i (R B B 1 1 o 6o 7 it R R T3 3 ) 00

NOTE When appropriate, these measurements may include quality risks, costs, lead times, critical paths,
and other measurements.

Ve GO, R E A AR RN A, iTEN. SRR T,

8.3.4.2 Design and development validation

8.3.4.2 @it LA

Design and development validation shall be performed in accordance with customer requirements,
including any applicable industry and governmental agency-issued regulatory standards. The timing of
design and development validation shall be planned in alignment with customer-specified timing, as
applicable.

AR B R, A3 ] B A BURF LR A AT 0 AR AE, X Bk AT R B AT A A . Bert FITT
RN I R 22 1 . 5 2 0 5 PR FH I R A A

Where contractually agreed with the customer, this shall include evaluation of the interaction of the
organization's product, including embedded software, within the system of the final customer's product.
TES A G RZERE T, BRI RN RIS PPN DU 7= i, A HE RN A 5 24 ot
B ARG A EAER .

8.3.4.3 Prototyoe programme

8.3.4.3 REMHHR

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

A LSRN, A LR SR AR T SR R ZHZA R AT e A A 5 T A AR [
i LRSI R



All performance-testing activities shall be monitored for timely completion and conformity to requirements.
I AR T AT ) 1 R IR BN P S I 58 ORI SR AT A 1

When services are outsourced, the organization shall include the type and extent of control in the scope of
its quality management system to ensure that outsourced services conform to requirements (see ISO 9001,
Section 8.4).

RSN, SRR ] A SRR NN S B AR R IE L, DL ORIMEL IR 55 77 & L
3k (I 1S0 9001 2% 8.4 %)

8.3.4.4 Product approval process

8.3.4.4 it

The organization shall establish, implement, and maintain a product and manufacturing approval process
conforming to requirements defined by the customer(s) .

YIRS S I ORFE— N5 R IR SR P 7 oot A 3 e v I A

The organization shall approve externally provided products and services per ISO 9001, Section 8.4.3, prior
to submission of their part approval to the customer.

TE ) A SR AS B 2 /T, AZUNARYE 150 9001 5 8.4.3 2%, X AMIHRAE M= iR IR 25 3047 2
fit.

The organization shall obtain documented product approval prior to shipment, if required by the customer.
Records of such approval shall be retained.

ANEREAT 255K, A EANIAE KB 2 TR TE OO ) 7= it At e o R HEAE AT SR T BUR AT

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

e 7 AT Y 2 G R IR IE I 5 2P BR

8.3.5 DESIGN AND DEVELOPMENT OUTPUTS
8.3.5 &itFF L (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall ensure that design and development outputs:
P LR NIRRT VTR A i
a) meet the input requirements;
a) RN IIER,
b) are adequate for the subsequent processes for the provision of products and services;
b) T J5E SR i AR 25 R B kA 7840 1
c¢) include or reference monitoring and measuring requirements, as appropriate, and acceptance
criteria;
o) BLFEECT] F WEARTI & K, &, AR R U
d) specify the characteristics of the products and services that are essential for their intended purpose
and their safe and proper provision.
d) FE X T 1A E I 2R ERRER R IR 7 R IR 55 IR R AR
The organization shall retain documented information on design and development outputs.

HEA N PR B BT AT Rt R O F ROAE B

8.3.5.1 Design and development outputs - supplemental

8.3.5.1 witrMALMH—Ab7E

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 but is not limited to the following, as
applicable:
7 it BT S B RIA T POREIE S T R i BT N R EAT IR AN o 7 i S SR
AT Cam&E D

a) design risk analysis (FMEA);

a) Wit K& (FMEAD;

b) reliability study results;

b) AIEEMERE USSR

¢) product special characteristics ;

©) 77 AR

d) results of product design error-proofing, such as OFSS, OFMA, and FTA;

d) PPETERI SR, Bl4n: DFSS. DFMA Fl FTA;

e) product definition including 3D models, technical data packages, product manufacturing information,

and geometric dimensioning & tolerancing (GD&T);

e) AEE S, BFEEYERR ., FREEEA. REEEE. AR 5 A% (GD&T):

f) 2D drawings, product manufacturing information, and geometric dimensioning & tolerancing (GD&T);

) 4RGP dliEE R UL UTRST 5 A% (GD&T):

g) product design review results;

g) ;PR E A

h) service diagnostic guidelines and repair and serviceability instructions;

h) ARS512 Wit r S A BRI AT A 45 14 50 «

i) service part requirements;

i) MRSSAFER,

j) packaging and labeling requirements for shipping.

EH ) AR ER

NOTE Interim design outputs should include any engineering problems being resolved through a trade-
off process.

AR BE T IS 224 60,25 308 U o R IEAE A e ) A ) A

8. 3. 5.2 Manufacturing process design output
8.3.5.2 FlEdE it
The organization shall document the manufacturing process design output in a manner that enables
verification against the manufacturing process design inputs. The organization shall verify the outputs
against manufacturing process design input requirements. The manufacturing process design output shall
include but is not limited to the following:
A 20T i e R T H R RO, SR I T SR e B DG AR B N AT IR . AR
Xof 3 i A B N SR i tH AT IR IE o G I R Rt BRI ANRR T

a) specifications and drawings;

a) MYEHEI4R,

b) special characteristics for product and manufacturing process;

b) 7 il A I R R R 12 5

c¢) identification of process input variables that impact characteristics;

©) X FEMAARFIE 0 I R A N\ AR B KR«

d) tooling and equipment for production and control, including capability studies of equipment and



process(es);

d) T A A bl TR g, AR B AL R R s T 9 s

e) manufacturing process flow charts/layout, including linkage of product, process, and tooling;
e) il I FEIAE B /G AP A B, s SRR TR AR
f) capacity analysis;

) FERES T

g) manufacturing process FMEA,;

g) it 2 FMEA;

h) maintenance plans and instructions;

h) ZEdr R

i) control plan (see Annex A);

D EH R LR A,

j) standard work and work instructions;

i AR A AR 2 5

k) process approval acceptance criteria;

kO Ik R VR AR AL v U 5

[) data for quality, reliability, maintainability, and measurability;

D i AIEEPE. AT AR P A

m) results of error-proofing identification and verification, as appropriate;

m) SEFHI, B R NS IR R 2 R

n) methods of rapid detection, feedback, and correction of product/manufacturing process
nonconformities.

n) 77 i/ S AT & PR PRI AR IE T

8.3.6 DESIGN AND DEVELOPMENT CHANGES
8.3.6 ITRFLERK (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall identify, review and control changes made during, or subsequent to, the design
and development of products and services, to the extent necessary to ensure that there is no adverse
impact on conformity to requirements.
ZHL G 0T 7= it R R 25 T AN T i 31 18] DA B 5 2 P AP B SOk AT & 2 R0 vE e A, DR OR
TX 6 B SO0 A SR AN 7 A AN R
The organization shall retain documented information on:
HENR B T BT O RIS B

a) design and development changes;

a) Wit MR

b) the results of reviews;

b) 4

c) the authorization of the changes;

o) IR

d) the actions taken to prevent adverse impacts.

d) DRI LEANR S M 1 R ) 95 e -




8.3.6.1 Design and development changes - supplemental

8.3.6.1 WItMALEHL —HMFE

The organization shall evaluate all design changes after initial product approval, including those proposed
by the organization or its suppliers, for potential impact on fit, form, function, performance, and/or
durability. These changes shall be validated against customer requirements and approved internally, prior
to production implementation.

HZANVFNAIAE ™ S S A Bt e, ARG A A A R R SR R B 2, VP I 28 B o)
AIREHCPE T, DR, PR REAN/E A (RN o X L5 BT D50 R s SR BEAT BN, JRAE AR S
it 2 A5 21 A AL

If required by the customer, the organization shall obtain documented approval, or a documented waiver,
from the customer prior to production implementation.

WA TR, AL PSSt AT, AN AL SRAT T ST A (R A B A

For products with embedded software, the organization shall document the revision level of software and
hardware as part of the change record.

X T A RN A 07 b LR R A A (R AR G I B, A9 S 0E i — &7

8.4 CONTROL OF EXTERNALLY PROVIDED PROCESSES, PRODUCTS AND SERVICES

8.4 SMBIREATIE. ~HmMARSHIEH (1S0 9001:2015)
8.4.1 GENERAL

8.4.1 2N (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The organization shall ensure that externally provided processes, products and services conform to
requirements.
MR PR MBI AL AR L 77 W AR 55 755 5 25K
The organization shall determine the controls to be applied to externally provided processes, products
and services when:
FETFHIELLS, AR E X AN AL A R L 7 it AR 55 St 0 428 11
a) products and services from external providers are intended for incorporation into the organization’s
own products and services;
a) AMERELTT AR 7 AR S5 K K L 2 1 B R i AR S5 ) B 0
b) products and services are provided directly to the customer(s) by external providers on behalf of
the organization;
b) AMERAL T AR LB B ™ i MR 55 S i 2 i 22
c) a process, or part of a process, is provided by an external provider as a result of a decision by the
organization.
o) HEPE AR AL T 1R A A R B FR ) — &8 70
The orgization shall determine and apply criteria for the evaluation, selection, monitoring of
performance, and re-evaluation of external providers, based on their ability to provide processes or
products and services in accordance with requirements. The organization shall retain documented
information of these activities and any necessary actions arising from the evaluations.
HE N HE T AR AL T IR BRI . i BRSO T, B MBI IV . k. B
WAL DL VPO B AEI,  FEINCASE I . 0 T 3X SeyE Z A PR 51R AEAT L 2L ) de i, 2R R
B OIS B




8.4.1.1 General - supplemental

8.4.1.1 BM——H4b7

The organization shall include all products and services that affect customer requirements such as sub-
assembly, sequencing, sorting, rework, and calibration services in the scope of their definition of extemally
provided products, processes, and services.

A ZANLAG FE A I 2 E SR T P il AR SS, Bl S, HE . Phik. IR TAHURHEIRSS, 9NFHXT
AMEBHRAL I i R S5 1 SCTE

8.4.1.2 Supplier selection process
8.4.1.2 ANMEZEDTRE
The organization shall have a documented supplier selection process. The selection process shall include:
AN S R W 1A B M I VAP vk = SUN Vi E S U s VA R LU
a) an assessment of the selected supplier's risk to product conformity and uninterrupted supply of the
organization's product to their customers;
a) o P a AH S 77 o AR M A S A 2 e B2 A T BT it £ 2 PR IR A
b) relevant quality and delivery performance;
b) AHK 5T B AN AT i
¢) an evaluation of the supplier's quality management system;
©) XA RV BT R BRAA R VPN
d) multidisciplinary decision making; and
d) ZITRIERSE: P
e) an assessment of software development capabilities, if applicable.
E) XHERAFIF K RE ST VAL, W&
Other supplier selection criteria that should be considered include the following:
I 214 PR JHL e 4 7 a2 R 1 DU 9 -
— volume of automotive business (absolute and as a percentage of total business);
— RENSSE (L, DL BN SR A 5 D,
— financial stability;
— KB AE M
— purchased product, material, or service complexity;
— SR IREERIR S 1) S AR
— required technology (product or process);
— @A i)
— adequacy of available resources (e.g., people, infrastructure);
— AIAHBE (e A GR. EERREED AR
— design and development capabilities (including project management);
— Wit IR RS CRERITH D,
— manufacturing capability;
— & RE T
— change management process;
— TCE R,
— business continuity planning (e.g., disaster preparedness, contingency planning);
— PSSR (e BiR#ER . METHRD;

— logistics process;



— Yt A
— customer service.

— R RS

8.4.1.3 Customer -directed sources (also known as “Directed - Buy” )
8.4.1.3 MEFWEMLE (FfR “feEEMEL” )

When specified by the customer, the organization shall purchase products, materials, or services from
customer-directed sources.

RN, ZHGIN BT i E B DRIR AL RIE = iy BPREAIARSS o

All requirements of Section 8.4 (except the requirements in IATF 16949, Section 8.4.1.2) are applicable to
the organization's control of customer-directed sources unless specific agreements are otherwise defined
by the contract between the organization and the customer.

5 8.4 MBI ZR (BRT IATF 16949 2 8.4.1.2 2 (R & F T AH S & 48 i BLIR It 45 o
FRARHZ 5 i L IR & 7] 53 A R 2058 o

8.4.2 TYPE AND EXTENT OF CONTROL
8. 4.2 1FHIRYEIFnIERE (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall ensure that externally provided processes, products and services do not adversely
affect the organization’s ability to consistently deliver conforming products and services to its customers.
LN ORIMB IR OE I RE . 7 S AR 55 A S R LSRR SR b ) B 2 S A 54 7 i AR 55 (10 E 717
A AR o
The organization shall:
ERAYVE
a) ensure that externally provided processes remain within the control of its quality management
system;
a) i R AR AL (0 1 R DR R E Lo B B A R ) 2 v
b) define both the controls that it intends to apply to an external provider and those it intends to apply
to the resulting output;
b) HLTE X ML A i) B oA e 45 SR AR
c) take into consideration:
C) ";%JEE‘:
1) the potential impact of the externally provided processes, products and services on the
organization’s ability to consistently meet customer and applicable statutory and regulatory
requirements;
1) AR RE o 7 i R R 55 % 2 23R 455 s A O 5 SRR FH IRV L B SR IR 1
TELE R 5
2) the effectiveness of the controls applied by the external provider;
2) AR LTS SR ] 1A RO
d) determine the verification, or other activities, necessary to ensure that the externally provided
processes, products and services meet requirements.

d) TE A B IE S HANIE S, DR ER MBI AR . 77 S AR 53 00 AL K




8.4.2.1 Type and extent of control - supplemental

8.4.2.1 {FHIPARBMIBEE —APFE

The organization shall have a documented process to identify outsourced processes and to select the types
and extent of controls used to verify conformity of externally provided products, processes, and services to
internal (organizational) and external customer requirements.

WA — NSO R, DL AN R I F ik B ] () SR BN E,  F T3k A4 At iy
ai s I FRRIIRSS X R CHHZRIR)D RN K A7 1k o

The process shall indude the criteria and actions to escalate or reduce the types and extent of controls

and development activities based on supplier performance and assessment of product, material, or service
risks.

TR S AL (S P BRSO ™ i AR BRSSP VA, 1 I s 4 | S BRI B2 DL S T R i )
F1R DU R i Tt

8.4.2.2 Statutory and regulatory requirements

8.4.2.2 REEMEKR

The organization shall document their process to ensure that purchased products, processes, and services
conform to the current applicable statutory and regulatory requirements in the country of receipt, the
country of shipment, and the customer-identified country of destination, if provided.

AN TSR, B ORI R )77 it SRR S FF Gl B [ ks R 2 5 1) H I
E i) AT E R

If the customer defines special controls for certain products with statutory and regulatory requirements,
the organization shall ensure they are implemented and maintained as defined, including at suppliers.

AN SRR R TE P A SR EE SR E TR ZH SN PR e BRI E S ORI e A ],
(RIS

8.4.2.3 Supplier quality management system development
8.4.2.3 N REEEARTL
The organization shall require their suppliers of automotive products and services to develop, implement,
and improve a quality management system certified to I1SO 9001, unless otherwise authorized by the
customer [e.g., item a) below], with the ultimate objective of becoming certified to this Automotive QMS
Standard. Unless otherwise specified by the customer, the following sequence should be applied to achieve
this requirement:
AN B R FIR A IR S5 AN R A, St ik — N3 ad 150 9001 AERI i B PR &, B
e S AMEAR L R a) Bi), 4 BRI AR Qs FRAERAIE. BRAEBIE 54 0E
AR DL SR AR K
a) compliance to ISO 9001 through second-party audits;
a) Gl I AT A 150 9001;
b) certification to ISO 9001 through third-party audits; unless otherwise specified by the customer,
suppliers to the organization shall demonstrate conformity to ISO 9001 by maintaining a third-party
certification issued by a certification body bearing the accreditation mark of a recognized IAF MLA
(International Accreditation Forum Multilateral Recognition Arrangement) member and where the
accreditation body's main scope includes management system certification to ISO/IEC 17021;
b) £l =77 s i%iEId 1509001 tAIE; FRAEME 53A KE, AN p L o CRAEFAIEN LG H
F 88 =J7 IEVEWISRAESERXT 150 9001 FF &1, UEW]_ERNAT# AN IAF MLA (JH Z0A R8T



ZIMAABANDIUO B RATT AR L, Hedr, AT 9 32 2230 FL 4% 1S0/1EC 17021 5 A RN
ks

c) certification to 1ISO 9001 with compliance to other customer-defined QMS requirements (such as
Minimum Automotive Quality Management System Requirements for Sub-Tier Suppliers [MAQMSR] or
equivalent) through second-party audits;

o) LM I HAZIEIT 150 9001 TAIE, [RIISRF & HE WU A E 1R BAA R R (il TRk
PR R B ARV PR B R EDOK [IMAQMISR]Y BAERESK )

d) certification to ISO 9001 with compliance to IATF 16949 through second-party audits;

d) JEIL 150 9001 WIE, [FIRFE &S — 77 S %7 IATF 16949;

e) certification to IATF 16949 through third-party audits (valid third-party certification of the supplier to
IATF 16949 by an IATF-recognized certification body).

e) Z i =77 % %3 IATF 16949 AIIE (IATF A AT AIAEN LA IZEAT IR AT RO L SE R IATF 16949 2
=J7IED .

8.4.2.3.1 Automotive product - related software or automotive products with
embedded software

8.4.2.3.1 REREXREBIFTEHRANREGISE "R

The organization shall require their suppliers of automotive product-related software, or automotive
products with embedded software, to implement and maintain a process for software quality assurance for
their products.

A G SR VR ZE 7 it A SR A B A RN U O 7 i R (R 2 7 9 2% 17 it S DR —
AP E RIS A o

A software development assessment methodology shall be utilized to assess the supplier's software
development process. Using prioritization based on risk and potential impact to the customer, the
organization shall require the supplier to retain documented information of a software development
capability self-assessment.

IR F AT R PPA TR VP (4L I R PR T R R o ZH 2 g XU R o oz Vs 76 52 W) R A S
G, BORGLNRE NIAEIT R B8 70 B VRS CRAE TR B IS B

8.4.2.4 Supplier monitoring
8.4.2. 4 £
The organization shall have a documented process and criteria to evaluate supplier performance in order to
ensure conformity of externally provided products, processes, and services to internal and external
customer requirements.
HH 2R N B I R SN 1) T SO R RE AT HE I, AR R A S A (0= it . I R AR 55 5
BRI R IT22E 3K
At a minimum, the following supplier perfomance indicators shall be monitored:
/0 AR DL At B S R A

a) delivered product conformity to requirements;

a) TAAT Fh R ESR IR A s

b) customer disruptions at the receiving plant, including yard holds and stop ships;

b) ENCBR LT e & 40, B G HE E eh A A 1 1R

c) delivery schedule performance;

o) ZATHRE S



d) number of occurrences of premium freight.

d) S TR AR R

If provided by the customer, the organization shall also include the following, as appropriate, in their
supplier performance monitoring:

ANEREAT AT RNRE A ZAE AR 0 AE At L S R A P AL

e) special status customer notifications related to quality or delivery issues;

e) 5 E B A R BRI AR R i A

f) dealer returns, warranty, field actions, and recalls.

f) MR, RE. IS H [

8.4.2.4.1 Second - party audits

8.4.2.4.1 E_FH&

The organization shall include a second-party audit process in their supplier management approach.
Second-party audits may be used for the following:
LA S R A B b LS — AN T R R . B R AL AT A T

a) supplier risk assessment ;

a) PR KU PFA

b) supplier monitoring;

b) { }—‘*F']‘l[/‘

¢) supplier QMS development'

o) AR R o B AR R TR

d) product audits;

d) 7

e) process audits.

e) WFEH:
Based on a risk analysis, including product safety/regulatory requirements, performance of the supplier, and
QMS certification level, at a minimum, the organization shall document the criteria for determining the need,
type, frequency, and scope of second-party audits.
BT RS HT, ELHE i 22 A VAR L A P SRR o R B AR RAAIE K, R DX 58—
Tr AR TR 2RI AR AN R A R YR IR A
The organization shall retain records of the second-party audit reports.
ZLZANOR B 58 =07 B A AR A DR
If the scope of the second-party audit is to assess the supplier's quality management system, then the
approach shall be consistent with the automotive process approach.
WSS 05 R VG B R VA AL LR () R R B AR R, WIOTVE R SR R T E AR
NOTE Guidance may be found in the IATF Auditor Guide and ISO 19011.
F: TN IATF 4% 4R FE A 1SO 90011 3K 7545 F

8.4.2.5 Supplier development
8.4.2.5 tNEH%

The organization shall determine the priority, type, extent, and timing of required supplier development
actions for its active suppliers. Determination inputs shall include but are not limited to the following:

LA Ny FL SR A I R A T e LR R T RAT B g, R L RREERIIN R k. H T RAE B
AF@%@K@?:



a) performance issues identified through supplier monitoring (see Section 8.4.2.4);

a) JEIT R AL (AR 8.4.2.4 2% RISk A s

b) second-party audit findings (see Section 8.4.2.4.1);

b) BT (ILE 8.4.2.4.1 5)

c) third-party quality management system certification status;

o) F I REE IR RIS

d) risk analysis.

d) KB o
The organization shall implement actions necessary to resolve open (unsatisfactory) performance issues
and pursue opportunities for continual improvement.

HIANCR O Z A, LA RAR I ONFFE BRI SO O SR FFEE SO N2

8.4.3 INFORMATION FOR EXTERNAL PROVIDERS
8.4.3 SR A HIER (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The organization shall ensure the adequacy of requirements prior to their communication to the external
provider.
LRI PRAE 5 AL T7 V) 388 11T TR 5 PR SK A 78 5311 o
The organization shall communicate to external providers its requirements for:
LA HNERHE T V38 LR 2R
a) the processes, products and services to be provided;
a) MERMEIERE ., 7RSS
b) the approval of:
b) X R F N A HHAE:
1) products and services;
D RS
2) methods, processes and equipment;
2) JiiEs IR
3) the release of products and services;
3) AR SS HITBAT «
¢) competence, including any required qualification of persons;
o) REJJ, ALFEHTEORIN R B A%
d) the external providers’ interactions with the organization;
d) SMERAETT 5 AL L),
e) control and monitoring of the external providers’ performance to be applied by the organization;
e) WA ZUT R AL TT S s i il A A
f) verification or validation activities that the organization, or its customer, intends to perform at the

external providers’ premises.

£ AR FUAE SN AR5 37 St A B B S 31

8.4.3.1 Information for external providers - supplemental

8.4.3.1 IMBHAHER—HTE

The organization shall pass down all applicable statutory and regulatory requirements and special product
and process characteristics to their suppliers and require the suppliers to cascade all applicable



requirements down the supply chain to the point of manufacture.
AL 1) FLAR A 78 A% 08 T A T F ARV A SR DU 7 Bt R R R R AR, R SR AL B v (S
HHESE, ST EHRZER.

8.5 PRODUCTION AND SERVICE PROVISION

8.5 & =RIpRF =4 (1S0 9001:2015)
8.5.1 CONTROL OF PRODUCTION AND SERVICE PROVISION

8.5.1 4 NPk FZIRHRITH (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall implement production and service provision under controlled conditions.
Controlled conditions shall include, as applicable:
YA NAE 2B A T AT A P PR GSFR A . I, 324 A DL A4 -
a) the availability of documented information that defines:
a) AP E R, DOE BN A%
1) the characteristics of the products to be produced, the services to be provided, or the activities
to be performed;
D AR s SR AR 55 SR AT AT B R
2) the results to be achieved;
2) WIRBHIEE R
b) the availability and use of suitable monitoring and measuring resources;
b) AT SRAF AN FH 3 B A e R R U
¢) the implementation monitoring and measurement activities at appropriate stages to verify that
criteria for control of processes or outputs, and acceptance criteria for products and services, have
been met;
) TEIE W Bt AT G5, DB R 5 455 5 ok R i L 042 o) U A 7t P I 55 £
ot 5
d) the use of suitable infrastructure and environment for the operation of processes;
d) i RIS AT PRI B BRI AN A
e) the appointment of competent persons, including any required qualification;
e) P& BRI NI, BFHE T E R I BE %
f) the validation, periodic revalidation, of the ability to achieve planned results of the processes for
production and service provision, where the resulting output cannot be verified by subsequent
monitoring or measurement;
£ 2%t 45 SR AN B EH S 25 00 s LB B DS E,  RET A 77 I 55 B A s R S B SR ) 4 SR )
JIREATHAIN,  FFE I
g) the implementation of actions to prevent human error;
g) RIDIEHERT Y5 N R
h) the implementation of release, delivery and post-delivery activities.
h) SEHEIRAT « SEATASEAT IG5 .
NOTE Suitable infrastructure includes appropriate manufacturing equipment required to ensure product

compliance. Monitoring and measuring resources include appropriate monitoring and measuring
equipment required to ensure effective control of manufacturing processes.

T 8 A HE A B AL AR CRAIE S i S PRI R RS G e o AR B YR B A 1 DR A
A AR5 ] e 5 R 3 2 AT R A



8.5.1.1 Control plan
8.5.1.1 #&HIRI
The organization shall develop control plans (in accordance with Annex A) at the system, subsystem,
component, and/or materiallevel for the relevant manufacturing site and all product supplied, including
those for processes producing bulk materials as well as parts. Family control plans are acceptable for bulk
material and similar parts using a common manufacturing process.
HZANE XA KRG I P S 0, ERG. TR SAFA/ER RS E X b ORI 5%
A) HIEFERITHRI, ALHEARLE A P SR AR A I R o SR FH 3 () ) 3 o ) IR AR A AR BL
AT B2 AL AR TR
The organization shall have a control plan for pre-launch and production that shows linkage and
incorporates information from the design risk analysis (if provided by the customer), process flow diagram,
and manufacturing process risk analysis outputs (such as FMEA).
AH LR S E B AT R R R, BRI RS T GO SR BRI T ik FRURE AN
il R RS e e (B0 FMEA) FUBKER,  FRAETH R0 5 X L6 77 R A3 15 2
The organization shall, if required by the customer, provide measurement and conformity data collected
during execution of either the pre-launch or production control plans. The organization shall include in the
control plan:
AN R AHEK SN SRR $5 7 I B 4 i R AT TR SR O AN S B . A SUNEAE
FEfITHRI AL PR A

a) controls used for the manufacturing process control, including verification of job set-ups;

a) HTHIGE AR h B, AIEE L AELL 50 E

b) first-off/last-off part validation, as applicable;

b) B/ RN, GEH

¢) methods for monitoring of control exercised over special characteristics (see Annex A) defined by both

the customer and the organization;

o) H T2 58 Re R tE (OB SR AD 42 ) R 77 v+

d) the customer-required information, if any;

d) BEZERMER, W,

e) specified reaction plan (see Annex A); when nonconforming product is detected, the process

becomes statistically unstable or not statistically capable.

e) HUEM BRI (M A BB A S, ISR E GG A 2R .

The organization shall review control plans, and update as required, for any of the following:

HESER A0 AR —ESURHE S TR AT VS, IR 75 2 SR

f) the organization determines it has shipped nonconforming product to the customer;

) HHALE CA M KIS T AGH

g) when any change occurs affecting product, manufacturing process, measurement, logistics, supply

sources, production volume changes, or risk analysis (FMEA) (see Annex A);

g) MRAATMIR =G G, WE. P, SRR, A= mEUR T (FMEA) AR5

(L3R A

h) after a customer complaint and implementation of the associated corrective action, when applicable;

h) FENCRI B R I 920l AR IEFE I J5,  2i& I

i) at a set frequency based on a risk analysis.

i) DAFE T XURS: BT BB A



If required by the customer, the organization shall obtain customer approval after review or revision of the
control plan.

QPR BER, AR NLAE P T Rl PP AT I3 TRAT I A At

8.5.1.2 Standardised work - operator instructions and visual standards

8.5.1. 2 FRENRIEL—BR{EIRSBMBURE
The organization shall ensure that standardised work documents are:
2H 2R SR PR R AR ML S A
a) communicated to and understood by the employees who are responsible for performing the work ;
a) AR TTAHOC AR 2 T, 4k 2 TRRAA
b) legible;
b) JEIH M 5 5L
c¢) presented in the language(s) understood by the personnel responsible to follow them;
o) FA TR S X S SR )N 2 RS BRAR IR TR 5 3R s
d) accessible for use at the designated work area(s).
d) fEFRE M TAEX 85 T35 .
The standardised work documents shall also include rules for operator safety.

ARAEAAT MY SO I A0 25 R A B3 22 4B

8.5.1.3 Verification of job set—ups

8.5.1. 3 {EMlEZAYIGIE

The organization shall:

HH LR :
a) verify job set-ups when performed, such as an initial run of a job, material changeover, or job change
that requires a new set-up;
a) HPATVENAE RS I AT HE & I0E, Ztn: FEH R AR I — T AR B AT MEHE
el TAERAR
b) maintain documented information for set-up personnel;
b) CREFA RHER N R ECCIFIE &
c) use statistical methods of verification, where applicable;
o) &R Suvt s Uk 77 %
d) perform first-off/last-off part validation, as applicable; where appropriate, first-off parts should be
retained for comparison with the last-off parts; where appropriate, last-off-parts should be retained for
comparison with first-off parts in subsequent runs;
d) HEATEM RN, WiEH: &SN, RESOREE T SR HEG &, RS OR R
T 5 R E
e) retain records of process and product approval following set-up and first-off/last-off part validations .

e) DREEVEL RS A A/ AR AR A 5 IR AN S D 3%

8.5.1.4 Verification after shutdown

8.5.1. 4 =T /RHYIEE

The organization shall define and implement the necessary actions to ensure product compliance with
requirements after a planned or unplanned production shutdown period.

LR MR E RO B I, W ORAE THRIBER T A 715 T a7 o ORI AT A1



8.5.1.5 Total productive maintenance
8.5.1.5 £ME 44
The organization shall develop, implement, and maintain a documented total productive maintenance
system.
HEAIHE . W IRFE— NS B A T A P 4R R 58 .
At a minimum, the system shall include the following:
ZRG RS
a) identification of process equipment necessary to produce conforming product at the required volume;
a) X i HEEE SR B A S M 7 i T B AR VA U
b) availability of replacement part for the equipment identified in item a);
b) a) ITrh ik VR VA R A 10 T A
¢) provision of resource for machine, equipment, and facility maintenance;
o) HLER. BRI H B SRR 11
d) packaging and preservation of equipment, tooling, and gauging;
d) W, TRMER R4
e) applicable custome-specific requirements;
e) Id F R 1) AR g 25K s
f) documented maintenance objectives, for example: OEE (Overall Equipment Effectiveness), MTBF
(Mean Time Between Failure), and MTTR (Mean Time To Repair), and Preventive Maintenance
compliance metrics. Performance to the maintenance objectives shall form an input into management
review (see I1SO 9001, Section 9.3);
£) eSO 4ES Hox, F040: OFE (ARWARF) . MTBF CEIJHIEE RIS ) A MTTR (-1
BIHEABI R, CARTRB 43P 7 S e bs . 4840 H AR SURUSAE N BRVE A % N (A, 150 9001
% 9.3 %);
g) regular review of maintenance plan and objectives and a documented action plan to address corrective
actions where objectives are not achieved;
g) AEA RN H AR LS B (e it vl iR s PP, DAFE AR IR B H bR R B TRt
h) use of preventive maintenance methods;
h) X P 4E AP T R A
i) use of predictive maintenance methods, as applicable;
D RTINS TR A, iE A
j) periodic overhaul.

AR

8.5.1. 6 Management of production tooling and manufacturing, test, inspection
tooling and equipment

8.5.1.6 AT REFIE, Wik, KU TRMTFHNER

The organization shall provide resources for tool and gauge design, fabrication, and verification activities for
production and service materials and for bulk materials, as applicable.

SH LR AR R RS MR BEE M R (& D, v TR R i A5 e v B A 2 R
The organization shall establish and implement a system for production tooling management, whether
owned by the organization or the customer, including:

HANEE S I — DA TR AR, AEHHA S, Kb



a) maintenance and repair facilities and personnel;

a) 4Ed. it A R

b) storage and recovery;

b) fEfF5EHE:

c) set-up;

c) AR

d) tool-change programmes for perishable tools;

d) G TR T RE#ITR,

e) tool design modification documentation, including engineering change level of the product;

e) THBTHESUI SO, A5 i) TR E AR,

f) tool modification and revision to documentation;

) THEAESR S RET

g) tool identification, such as serial or asset number; the status, such as production, repair or disposal;

ownership; and location.

g) LHAmR, Flwn: FPylseid /=g RE, A7, BHEEER: AL DLANIE.
The organization shall verify that customer-owned tools, manufacturing equipment, and test/inspection
equipment are permanently marked in a visible location so that the ownership and application of each item
can be determined.

A ZA N0 IR A AR A ) TR L i e AR /A B Y A AE B S R B K ARRIC R, DUE REAS 1 E
B T H BB & A BN &
The organization shall implement a system to monitor these activities if any work is outsourced.

ARATAT TAR RSN, ZH R St M AL X 835 30 R 2R ¢

8.5.1.7 Production schedul ing

8.5.1.7 £ HE

The organization shall ensure that production is scheduled in order to meet customer orders/demands such
as Just-In-Time (JIT) and is supported by an information system that permits access to production
information at key stages of the process and is order driven.

ALZA IR OR i R AT B/ R SRR AR, BN AR QD I B R i — ME B RS
SR, ZARGSVIHE TR SR B AE B R, I Ho T SR B .

The organization shall include relevant planning information during production scheduling, e.g., customer
orders, supplier on-time delivery performance, capacity, shared loading (multi-part station), lead time,
inventory level, preventive maintenance, and calibration.

HLANAEAE AR R AL S AR RINE B, Filtn: BT B, (SRR AT SR R RE . L
fip (L2 BTEW. FEAFACE. B vEEd At

8.5.2 IDENTIFICATION AND TRACEABILITY
8.5.2 FRIRFAAIEMWE (1S0 9001:2015)
I1ISO 9001:2015, Quality management systems — Requirements

The organization shall use suitable means to identify outputs when it is necessary to ensure the
conformity of products and services.
TR, HERCRANE U R e, DU R s AR S5 G A%

The organization shall identify the status of outputs with respect to monitoring and measurement

requirements throughout production and service provision.




ZH G AR AR P R R 55 5 A ) e A o R AR 00 8 SR R i RS

The organization shall control the unique identification of the outputs when traceability is a requirement,
and shall retain the documented information necessary to enable traceability.

A B WI BRI, AU AR IR, ELSOR B TR IR O A B LS AT R
LI

NOTE Inspection and test status is not indicated by the location of product in the production flow unless

inherently obvious, such as material in an automated production transfer process. Alternatives are
permitted if the status is clearly identified, documented, and achieves the designated purpose.

s ARSI RS I A GE LU S AE AR P IR T T AL A2 BB, BRAE™ A BRRES U (anqE
H A A B R . RS CLBEWPRR UL ER S THREM H R, VR
FHH A7 VR bR

8.5.2.1 Identification and traceability - supplemental
8.5.2.1 FRRMAEMME—AbTE

The purpose of traceability is to support identification of clear start and stop points for product received by

the customer or in the field that may contain quality and/or safety-related nonconformities. Therefore, the
organization shall implement identification and traceability processes as described below.
ALIE WL H LE 5 SRR BT 52 77 i B TE 48 sONUE 1 I8 2R, Bl BT R AR B R /e 2
EHRRAFFE G DL B, AR SCHR S bR IR AR E i 2 .
The organization shall conduct an analysis of internal, customer, and regulatory traceability requirements
for all automotive products, including developing and documenting traceability plans, based on the levels
of risk or failure severity for employees, customers, and consumers. These plans shall define the appropriate
traceability systems, processes, and methods by product, process, and manufacturing location that:
LLZARDN A VRZE = il R N B e S P W SR AT 70 b7, 04 AR 4R XU 25 2 i 2R 0kS B
T Bz R e Em AR, HE AT IR TR OO . XTI R i R AN B RS
MBI RS R, R

a) enable the organization to identify nonconforming and/or suspect product;

a) A ZIRERE R AN G A A/ B AT BE ™ i

b) enable the organization to segregate nonconforming and/or suspect product;

b) {EZHZIRE S bR B AN G b /B RT B il 5

c) ensure the ability to meet the customer and/or regulatory response time requirements;

) DR AE 85 T A2 0 75 SRR /v RSt 7 B[] P 5K 5

d) ensure documented information is retained in the format (electronic, hardcopy, archive) that enables

the organization to meet the response time requirements;

d) FEREREE TS RIE B, REEIIE (R BEFE DL, R4S (8 ZH 23 RR A% 16 A Wi S8 I (] 2

K

e) ensure serialized identification of individual products, if specified by the customer or regulatory

standards;

e) FATRE A= I E S AR, Qi 2 sl B AR A BT R E

f) ensure the identification and traceability requirements are extended to externally provided products

with safety/regulatory characteristics .

£ W ORAR VAT I8 3] 1 BRI ZE MR S i AT 22 4/ M A Re PR 1R 72 o



8.5.3 PROPERTY BELONGING TO CUSTOMERS OR EXTERNAL PROVIDERS
8.5.3 BT mELIMNRHE RIS (1SO 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall exercise care with property belonging to customers or external providers while it
is under the organization’s control or being used by the organization.

ZH ZAFE 4 | A oz R A MR AT BRI = S0 TR], RO AT 2 R

The organization shall identify, verify, protect and safeguard customers’ or external providers’ property
provided for use or incorporation into the products and services.

X 2H 234 R () I B it AR 5% — 0 o3 R i 2 FANER A7 0 7=, ZHZA R T LAR A BeiE B4 Al
TRIF.

When the property of a customer or external provider is lost, damaged or otherwise found to be
unsuitable for use, the organization shall report this to the customer or external provider and retain
documented information on what has occurred.

A R AN TT B P R AR s R B IANTE SO, AN ey A s T e, I
TR BT S 1R B

NOTE A customer’s or external provider’s property can include materials, components, tools and
equipment, premises, intellectual property and personal data.

T Bl EANRATT W AT RE AR AR AR TR, Bl R, R BRI A

2N

B/ o

8.5.4 PRESERVATION

8.5.4 B3P (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The organization shall preserve the outputs during production and service provision, to the extent
necessary to ensure conformity to requirements.

G SR AR P MR 55 S (A S0 1B 0t A LR AT L B9, DA R & 253K

NOTE Preservation can include identification, handling, contamination control, packaging, storage,
transmission or transportation, and protection.

T iSRRI B TR B, . fRREis iR

8.5.4.1 Preservation - supplemental

8.5.4.1 PjIp—Ab7E

Preservation shall include identification, handling, contamination control, packaging, storage, transmission

or transportation, and protection.

B BEFEAR IR s, T sl Ak, fAfE. ik Eus i L AR

Preservation shall apply to materials and components from external and/or internal providers from receipt
through processing, including shipment and until delivery to/acceptance by the customer.

JSE%F SR B AN/ B A FR AL T AR AN, AE ISCOR B AL B IR T 4R (LB 4 . G R I8 I EL RIS AT
25 % B s BRI o

In order to detect deterioration, the organization shall assess at appropriate planned intervals the condition
of product in stock, the place/type of storage container, and the storage environment.

ZH 2R AL 1 TR B T ) B SR P A A R AP 25 L /2 B DA S A IR 58, DU R B 0
AR5 L o

The organization shall use an inventory management system to optimize inventory tums over time and



ensure stock rotation, such as "first-in-first-ouf (FIFO).

LGN A7 B R G AL PEAF B0 e 1), i DR PEA R e, fn “ Stk (RIFOD ™.

The organization shall ensure that obsolete product is controlled in a manner similar to that of
nonconforming product.

L ZA SR ORI 3917 O R AN it R AR VR AT AR

Organizations shall comply with preservation, packaging, shipping, and labeling requirements as provided
by their customers.

AL ZA L 2 H B RE B4 A, RIS MIRRAE R .

8.5.5 POST - DELIVERY ACTIVITIES
8.5.5 Z{FIRHIESN (1SO 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall meet requirements for post-delivery activities associated with the products and
services.
R0 2 5 7 i MR S5 AH R B ZE A R s Bl R 225K
In determining the extent of post-delivery activities that are required, the organization shall consider:
FER E PITEE SR B 22 A 5 175 B R 78 o YO LRI RR I, ZH 2025 &

a) statutory and regulatory requirements;

a) VEEHERIE K

b) the potential undesired consequences associated with its products and services;

b) 57 MR S5 HH S BV E AN T 5 R

c) the nature, use and intended lifetime of its products and services;

o FEa MRS B @ AT 7 i

d) customer requirements;

d) i EK

e) customer feedback.

e) iR it
NOTE Post-delivery activities can include actions under warranty provisions, contractual obligations
such as maintenance services, and supplementary services such as recycling or final disposal.
e ARG SR BE AR DRAE S T HLE IR SRVE Bl 1 s R E IO 44 ik g%, DA Rl il
LR R A0 B IR 5555

8.5.5.1 Feedback of information from service

8.5.5.1 lRFERHR R

The organization shall ensure that a process for communication of information on service concerns to
manufacturing, material handling, logistics, engineering, and design activities is established, implemented,
and maintained.

MRS IR ORFE —NERIE . MRS . PR LRI TG 3] 2 (8] V838 R 55 0] A5
SR,

NOTE1 Theintent of the addition of "service concerns" to this sub-clause is to ensure that the organization
is aware of nonconforming product(s) and material(s) that may be identified at the customer location or in
the field.

L OB RS I BEINENX AT AR, RN T TR SRR T BE T A b T A I B 1R
NG AL .



NOTE 2 "Service concerns" should include the results of field failure test analysis (see Section 10.2.6)
where applicable.

VE 20 “RRSS AR N4 AEE BN ELAR A B R RO 7 fr (36 10.2.6 %) HISE R

8.5.5.2 Service agreement with customer

8.5.5.2 5mMERIARE I

When there is a service agreement with the customer, the organization shall:

5 R 1A R S5 L, A 2R
a) verify that the relevant service centres comply with applicable requirements;
a) BIEAH I IR HhC ik A i F 2K
b) verify the effectiveness of any special purpose tools or measurement equipment;
b)) BEUEAE ATk FH ik 1) T B Bl 8 2% 1A 8k
¢) ensure that all service personnel are trained in applicable requirements.

o) IR AR SS A S5 2 1 X R I

8.5.6 CONTROL OF CHANGES
8.5. 6 EXAYFEHI (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall review and control changes for production or service provision, to the extent
necessary to ensure continuing conformity with requirements.

G SO AR P MR 55 S AL 1) BE SOEAT 0 LR s AR ], DA AR FF S A 5 22
The organization shall retain documented information describing the results of the review of changes,
the person(s) authorizing the change, and any necessary actions arising from the review.

HLRRBETE SO RS R, BFEE RESIFERE5 R SBGHAT 5 0 N 53 DL AR V1 5 B R L
E@M‘ﬁ%ﬁ@o

8.5.6.1 Control of changes - supplemental
8.5.6.1 BXHIEHI—ib7E

The organization shall have a documented process to control and react to changes that impact product

realization. The effects of any change, including those changes caused by the organization, the customer, or
any supplier, shall be assessed.
,mfﬁ AT RSCAF B AR, X S0 7 it S 58 SO AT A A S S, o ARART SE 2, 4%
L, R SRR B R R BT S| AR R B, R RLEEAT DA
The organization shall:
= //\r_‘
a) define verification and validation activities to ensure compliance with customer requirements;
a) WIBREAER G S, DA DR 5 2 2 RAH — 3
b) validate changes before implementation;
b 7E Sl AT 5 T LA A 5
c) document the evidence of related risk analysis;
) XA S XU 7 b B T2 RSO
d) retain records of verification and validation.

d) PREAEMBIA AL R



Changes, including those made at suppliers, should require a production trial run for verification of changes
(such as changes to part design, manufacturing location, or manufacturing process) to validate the impact
of any changes on the manufacturing process.
MR (e XA BT i e G AR R S O, AR AR A R, 3T DA
WEJ9 H R RAE ™, DAERR I S Sonf il i o R 5 SR (1 2 i o
When required by the customer, the organization shall:
A TSR, A
e) notify the customer of any planned product realization changes after the most recent product approval;
e) [ I 2 X0 N AR T — IR i AUV 2 S AR ART Tl 7 it S B P B
f) obtain documented approval, prior to implementation of the change;
£ FE S B B Hi R T OO Rttt
g) complete additional verification or identification requirements, such as production trial run and new
product validation .

g) XSGR BRI ER, BN A AR R A

8.5.6.1.1 Temporary change of process controls
8.5. 6. 1.1 FIEFZHIRIIGE EEL
The organization shall identify, document, and maintain a list of the process controls, including inspection,
measuring, test, and error-proofing devices, that includes the primary process control and the approved
back-up or alternate methods.
HAPNH REEH TB, ARk, WS, KNP E, RO E I T LR, TE
By B AR AN L AE Y £ BB T
The organization shall document the process that manages the use of alternate control methods. The
organization shall include in this process, based on risk analysis (such as FMEA), severity, and the internal
approvals to be obtained prior to prodution implementation of the alternate control method.
HEAAT — AT ROCIF IR, 0 B ATz 1) 7792 A4S FH AT A8 B 2 2R 2 1 XU 73 #r (B & FMEAD
ANFEEERERT, AR th 0 8 AR A 7 o St A X 1) 77 92 2 T SRAS B0 PN At
Before shipping product that was inspected or tested using the alternate method, if required, the
organization shall obtain approval from the customer(s). The organization shall maintain and periodically
review a list of approved alternate process control methods that are referenced in the control plan.
1E R iz R B AT R ge sl LR (1) 77 S /T, WA R R, LN SAS IR E . AN IR — 45
il R B A R 22 Attt B A R R ) 7 VR IR B O S VTR
Standard work instructions shall be available for each alternate process control method. The organization
shall review the operation of alternate process controls on a daily basis, at a minimum, to verify
implementation of standard work with the goal to return to the standard process as defined by the control
plan as soon as possible. Example methods include but are not limited to the following:
A BRI R RN TAER S 1. AN 2 /08 H P& SR 6 F B 1iEir, U
UEARAE RN IS, B AR [l B R E AR AR . 7RG AR E AR T

a) daily quality focused audits (e.g., layered process audits, as applicable);

a) DURENGEMBHEZ (0 pEEEEEZ, WiEh);

b) daily leadership meetings.

b) &FHA T
Restart verification is documented for a defined period based on severity and confirmation that all features
of the error-proofing device or process are effectively reinstated.



ST rEEMRE, IR AR FE ke B SO R T R RS AR DA RO S ARG L, AR E IR S E R
JA BISHIETE A

The organization shall implement traceability of all product produced while any alternate process control
devices or processes are being used (e.g., verification and retention of first piece and last piece from every
shift).

FEAS B AT R ) 2 B s R BATR], ZH R RIS AR = (W B A 7= S B e Cn: S0E IR B A
ANPEUCE AFFIRAT) o

8.6 RELEASE OF PRODUCTS AND SERVICES
8.6 FZRFNARFSEIMILT (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall implement planned arrangements, at appropriate stages, to verify that the product
and service requirements have been met.
2H 23 AR B Bt SRR ) 22 HE, DLBGAIE ™ i AR 55 B 2R A3 23 2
The release of products and services to the customer shall not proceed until the planned arrangement
have been satisfactorily completed, unless otherwise approved by a relevant authority and, as applicable,
by the customer.
BRAETS R RIAN FHAEAE, & I 73 2 i, 75 78 SR 0 22 HE IR e e |, A
S [ei) JB 25 TRAT 7 i P AT A R 55
The organization shall retain documented information on the release of products and services. The
documented information shall include:
SR B AT R i AR S5 T8 T BT OIS B TR S 15 B R L4 -

a) evidence of conformity with the acceptance criteria;

a) FrAHUSCHEI R IE 4

b) traceability to the person(s) authorizing the release.

b) HABURAT N AT HIE B

8.6.1 Release of products and services - supplemental

8.6.1 FEmFMMRFZHIBIT —4 7

The organization shall ensure that the planned arrangements to verify that the product and service

requirements have been met encompass the control plan and are documented as specified in the control
plan (see Annex A).

LG SR DR FH T B0 E 7 it Rl 5% SR A5 DA 2 1) T SRR 1) 22 R B e il o E RBEAT, I HOBR sC A
SELEFERITHRI T LR AD

The organization shall ensure that the planned arrangements for initial release of products and services
encompass product or service approval.

LHLZ IR DR A it R IR 55 W46 T80AT P SR ) 22 FE T 8 7 ot R 45 L HEA T

The organization shall ensure that product or service approval is accomplished after changes following initial
release, according to ISO 9001, Section 8.5.6.

Rk 150 9001 27 8.5.6 5%, AL IRIEWI GG AT IFE I e 5, S8 Re™ St Bk o5 4kt .

8. 6.2 Layout inspection and functional testing

8.6.2 =RSIREMINEEMIAE

A layout inspection and a functional verification to applicable customer engineering material and



performance standards shall be performed for each product as specified in the control plans. Results shall
be available for customer review.

PEAZAERI I A R E , AR 1 AR BRIV REAR e, g — P i dE AT 4 RO A 3 A0 Dy e
BIE . g5 SR N T e P

NOTE 1 Layout inspection is the complete measurement of all product dimensions shown on the design
record(s).

1 RGP R B ie S B RS A 7 i RO AT e B I

NOTE 2 The frequency of layout inspection is determined by the customer.

T 2 A RCHE IR d B e .

8. 6. 3 Appearance items
8.6.3 Sp I H
For organizations manufacturing parts designated by the customer as "appearance items", the organization
shall provide the following:
A HLEAHE AT R i 2 “ANILITH 7, W ZH SRR A
a) appropriate resources, including lighting, for evaluation;
a) WEHIBHR, AAEVEOT R R .
b) masters for colour, grain, gloss, metallic brilliance, texture, distinctness of image (DOI), and haptic
technology, as appropriate;
b) MBI, Q. SRS S BVBIEMTEE (DO Ak A 1 R RSORE 145
¢) maintenance and control of appearance masters and evaluation equipment;
o) HMWLERRFEAT K VA Ve B A4 R4
d) verification that personnel making appearance evaluations are competent and qualified to do so.

d) BAESATANPEA AN A NFZ AR RIRE MBI

8.6.4 Verification and acceptance of conformity of externally provided
products and services
8. 6. 4 SMERIRHEAY T AR SS FF S RIIERNIRS
The organization shall have a process to ensure the quality of externally provided processes, products, and
services utilizing one or more of the following methods:
WA — MR ORISR R . P AR S B &, R DR —Fheli 2l ik
a) receipt and evaluation of statistical data provided by the supplier to the organization;
a) BTN SN P SR AL S v B
b) receiving inspection and/or testing, such as sampling based on performance;
b) Hellohn e AN/, BT SRR A
¢) second-party or third-party assessments or audits of supplier sites when coupled with records of
acceptable delivered product conformance to requirements;
o) GG AT TR AT O ESR IAF A PEIC S, HEE 07 BE =7 WU S e I A T VR A
B X
d) part evaluation by a designated laboratory;
d) $8E LI = M RN
e) another method agreed with the customer .

e) A R R MR e T



8. 6.5 Statutory and regulatory conformity

8.6.5 FEZEMMFFEM

Prior to release of externally provided products into its production flow, the organization shall confirm and
be able to provide evidence that externally provided processes, products, and services conform to the latest
applicable statutory, regulatory, and other requirements in the countries where they are manufactured and
in the customer-identified countries of destination, if provided.

FETRAT AN EBIR AL 77 e N AL PSR Z AT, AR AT BRI IR IE ], AMERER AL AR L 7
HINR S5 75 & AR DA A2/ e 1) H I Crg 3268 ol i@ AR A B 2K

8. 6.6 Acceptance criteria

8.6.6 IEWLEN

Acceptance criteria shall be defined by the organization and, where appropriate or required, approved by
the customer. For attribute data sampling, the acceptance level shall be zero defects (see Section 9.1.1.1).
BRI S, 223, A SRINy, BB At . 0 TR R, L BRSOK B F b
fr (W55 9.1.1.1 %%)

8.7 CONTROL OF NONCONFORMING OUTPUTS

8.7 ATFEHLAYESI (150 9001:2015)

8.7.1(1S0 9001:2015)

8.7.1(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall sure that outputs that do not conform to their requirements are identified and
controlled to prevent their unintended use or delivery.
LRI PR ARG 2R 1) H g AT PUn Az i), BABTT 1 JE UM i A 552 £+
The organization shall take appropriate action based on the nature of the nonconformity and its effect
on the conformity of products and services. This shall also apply to nonconforming products and services
detected after delivery of products, during or after the provision of services.
ZH 23 AR AN B PR 5T B HOR 77 ot R IR 55 4 PR PR S MR SR BB i i o Xt 3 A 77 b S A
5, PAKAE RS PRI 5 J5 R I AN G A% 7 i AR S5 o
The organization shall deal with nonconforming outputs in one or more of the following ways:
HENHE R A — Rl UM AR A A SR -

a) correction;

a) 4iE;

b) segregation, containment, return or suspension of provision of products and services;

b) BEE. BRI IR DT 5] m AR 55 B4 1

c¢) informing the customer;

o) B A

d) obtaining authorization for acceptance under concession.

d) RGP B RAL .
Conformity to the requirements shall be verified when nonconforming outputs are corrected.

XA EAR A REAT A IE 2 5 BIRHIE HR 45 A 2R




8.7.1.1 Customer authorization for concession

8.7.1.1 MEHIILDIEN

The organization shall obtain a customer concession or deviation permit prior to further processing

whenever the product or manufacturing process is different from that which is currently approved.

TCIRARTIS 2™ St BRI I R 5 S AT A HE AN R, AR — 22N T il B3R AR 25 1) b2 56t

i B8 R VE AT

The organization shall obtain customer authorization prior to further processing for "use as is" and rework

dispositions of nonconforming product. If sub-components are reused in the manufacturing process, that

sub-component reuse shall be clearly communicated to the customer in the concession or deviation permit.

HR AL — BN T 20T, SRR A GG “RRIURAEH” Ak TANB A R A HiE

R AT FRAE A, SAAE LR B B VF AT o [ T2 48 AL T8 %13 i P A

The organization shall maintain a record of the expiration date or quantity authorized under concession.

The organization shall also ensure compliance with the original or superseding specifications and

requirements when the authorization expires. Material shipped under concession shall be properly

identified on each shipping container (this applies equally to purchased product). The organization shall

approve any requests from suppliers before submission to the customer.

ML ORAFA ROV IR B E P BB R DT H D% . S0, ZHZUE R R SR AT AR B B i

WHERMFFEIE. P RYRISGER, NN KIZERMA EHE S rAR ERERER T
SRIG = ) o FEFRAT LRI 2 HiT,  ZH N H A7 7 BT 4 th 38 K

8.7.1.2 Control of nonconforming product - customer - specified process

8.7.1.2 A ERAIEH—mMEMRENLIE

The organization shall comply with applicable customer-specified controls for nonconforming product(s).

ZH 2R 3R S A R E 0 P AN B A% i

8.7.1.3 Control of suspect product
8.7.1.3 AIZEF=mAYIEH
The organization shall ensure that product with unidentified or suspect status is classified and controlled as
nonconforming product. The organization shall ensure that all appropriate manufacturing personnel receive
training for containment of suspect and nonconforming product.

LS ORAL T AR AR IR AT SRS T B SRS A g i AT 150 . SR R FIT A 3 24 1)
HLAA%%ET%?TﬁFmﬁTA%m IR I

8.7.1.4 Control of reworked product
8.7.1. 4 BT mHI¥=EHl
The organization shall utilize risk analysis (such as FMEA) methodology to assess risks in the rework process
prior to a decision to rework the product. If required by the customer, the organization shall obtain approval
from the customer prior to commencing rework of the product.

LN e W= it AT IR TR, R AR 738 (A FMEA) J7 V5 RVTAt IR Tk R A Al AU o et
Eﬁﬁgk,ﬁmffﬁfﬁm L2 iR i vt .
The organization shall have a documented process for rework confirmation in accordance with the control
plan or other relevant documented information to verify compliance to original specifications.
Instructions for disassembly or rework, including re-inspection and traceability requirements, shall be
accessible to and utilized by the appropriate personnel.



HEAA — MRS FF S H T RIFR TR, B BRI E R, HTRIE
X JRAG VT A FF S 1t

The organization shall retain documented information on the disposition of reworked product including
quantity, disposition, disposition date, and applicable traceability information.

A8 T BT AT A G W MR R E BOR TR 35, N5 THOE M AN RS A

ML AR IR T b BA RKERSCERIE R, GfEdcE. L&, L& 0 L& R etk

==

B/ o

8.7.1.5 Control of repaired product

8.7.1.5 RIE = mAYEH|

The organization shall utilize risk analysis (such as FMEA) methodology to assess risks in the repair process
prior to a decision to repair the product. The organization shall obtain approval from the customer before
commencing repair of the product.

AN e R S AT IRAE R, R KR 738 (A FMEA) J7 VR RITAR IR AZ L R AR KU o ZH 21
LA TFA6 7 it iR A2 2 H RAT 2 R AL o

The organization shall have a documented process for repair confirmation in accordance with the control
plan or other relevant documented information.

LA — MO RS AR TR IR AR, B3 B IE ORI R AE B
Instructions for disassembly or repair, including re-inspection and traceability requirements, shall be
accessible to and utilized by the appropriate personnel.

AT BT IR A A B ISR IR ET EOR B 3, NS T E N RIS

The organization shall obtain a documented customer authorization for concession for the product to be
repaired.

LG SARAG B 0] 155 IRAG 7 i FRO T ST L AP ARAR

The organization shall retain documented information on the disposition of repaired product including
quantity, disposition, disposition date, and applicable traceability information.

MR SRE M EA RIERSHENERE, SOF8E. LAE. B H I AGE R e

=§=|

H/o

8.7.1.6 Customer notification

8.7.1.6 MEFiEH

The organization shall immediately notify the customer(s) in the event that nonconforming product has
been shipped. Initial communication shall be followed with detailed documentation of the event.

UANER IO, HLN L ZE R o A6 RSB AR A R S

8.7.1.7 Nonconforming product disposition

8.7.1.7 &ML E

The organization shall have a documented process for disposition of nonconforming product not subject to
rework or repair. For product not meeting requirements, the organization shall verify that the product to be
scrapped is rendered unusable prior to disposal.

WA — MRS B RE, T AT IR TEURE RGBT ARFE BRI,
Y NI UERFHR R ™ b AR TR 3 AT DTS T .

The organization shall not divert nonconforming product to service or other use without prior customer
approval.



AU RRTE, HAATRA G M T RS B e i

8.7.2(1S0 9001:2015)
8.7.2(1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The organization shall retain documented information that:
MY R TR RIE R, Ble
a) describes the nonconformity;
a) MIRAGH:
b) describes the actions taken;
b) i T R i
c) describes any concessions obtained;
o) FRIRGHILEE
d) identifies the authority deciding the action in respect of the nonconformity.

d) PHAEEA G HIHEAL

PERFORMANCE EVALUAT ION

VR (1S0 9001:2015)

.1 MONITORING, MEASUREMENT, ANALYSIS AND EVALUATION
OB, ME. S HTRIEM (1S0 9001:2015)

. 1.1 GENERAL

1.1 20 (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

O 0O 0 0 0 VO

The organization shall determine:
H LN E -
a) what needs to be monitored and measured;
a) s E AT AT A
b) the methods for monitoring, measurement, analysis and evaluation needed to ensure valid results;
b) FEHHATIEHAT AL W& A FIvry, DA OR 4 5 24
¢) when the monitoring and measuring shall be performed;
) T S it s AR B
d) when the results from monitoring and measurement shall be analysed and evaluated.
o) RIS S0 M MR 2 P 45 SRR AT 20 B AP
The organization shall evaluate the performance and the effectiveness of the quality management
system.
S LR N VP o A AR R ) SRR
The organization shall retain appropriate documented information as evidence of the results.

AR B E A RO I R, BN SR AIESE .

9.1.1.1 Monitoring and measurement of manufacturing processes

9.1.1.1 FIEIIZA LT E

The organization shall perform process studies on all new manufacturing (including assembly or sequencing)
processes to verify process capability and to provide additional input for process control, including those
for special characteristics.




H RN A HE R CAERECRIHET ) AT R AL, USRS FERE T, FE A AR il 4
IRk TN IR R SRS S PO
NOTE For some manufacturing processes, it may not be possible to demonstrate product compliance
through process capability. For those processes, alternate methods such as batch conformance to
specification may be used.
A AE—SeGEERE TR I R AR RS A A T, N T IR R, R B AT
%, e OO RS R
The organization shall maintain manufacturing process capability or performance results as specified by the
customer's part approval process requirements. The organization shall verify that the process flow diagram,
PFMEA, and control plan are implemented, including adherence to the following:
AH 2N LR A FR I 2 AT v T R SR B E A it T R BE ) B GRL . AN IE I | R R
K. PFMEA AIHZH T4, A0 57 L E 1Y«

a) measurement techniques;

a) MEHA:

b) sampling plans;

b) HIFETHR:

c) acceptance criteria;

o) FRISCHEN;

d) records of actual measurement values and/or test results for variable data;

d) TR ERE S I R /B 45 R0 %

e) reaction plans and escalation process when acceptance criteria are not met.

e) /AN R RS I I 1 S T RIRT T R
Significant process events, such as tool change or machine repair, shall be recorded and retained as
documented information.
MO E A, W TR BB LA, R S O O R BT LR R .
The organization shall initiate a reaction plan indicated on the control plan and evaluated for impact on
compliance to specifications for characteristics that are either not statistically capable or are unstable. These
reaction plans shall include containment of product and 100 percent inspection, as appropriate. A corrective
action plan shall be developed and implemented by the organization indicating specific actions, timing, and
assigned responsibilities to ensure that the process becomes stable and statistically capable. The plans shall
be reviewed with and approved by the customer, when required.
HZANIXT G RE A R BOANER E R R 3 CAEFE R TR i bR iR, JF B VaRF & Ve R e vE A (1)
SETERI o 3% 28 S SRl AL 475 3 24 B (17 it i i A 100% K658 o R DR AR 1946 € B St e
HH 2R N S S — A R B FE . R HERAR IR DA A IR RS TR AR, iR
I JA s P B A
The organization shall maintain records of effective dates of process changes.

N OR SRR A S AR R H I T R

9.1.1.2 Identification of statistical tools

9.1.1.2 Gt TEMBHE

The organization shall determine the appropriate use of statistical tools. The organization shall verify that
appropriate statistical tools are included as part of the advanced product quality planning (or equivalent)
process and included in the design risk analysis (such as DFMEA) (where applicable, the process risk analysis
(such as PFMEA), and the control plan.



AL NG T EAE 2 . N IGUE = 5 PR Ao TR R (B RD dREPaES TiEN
m%ﬁiﬁ,ﬁﬁﬁﬂ%*%%,ﬁﬂﬁé%ﬁﬁiﬁmﬁaﬁuﬁﬂ@%ﬁ(mDMMM(@%
L RS Can PEMEAY Al iR .

9.1.1.3 Application of statistical concepts

9.1.1.3 GitELSRRA

Statistical concepts, such as variation, control (stability), process capability, and the consequences of over-
adjustment, shall be understood and used by employees involved in the collection, analysis, and
management of statistical data.

MG RS . AT A BRI A TN T A G, il AR e, ] RREM) . R
e A I S R

9.1.2 CUSTOMER SATISFACTION
9.1.2 HE#HE(1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The organization shall monitor customers’ perceptions of the degree to which their needs and
expectations have been fulfilled. The organization shall determine the methods for obtaining, monitoring
and reviewing this information.

ZH 2 fh AL 2 et G 75 RPN B2 45 23 R (AR BE (RS2 o A ZARII 8 SR, WA PP H X 2
%%ﬁ&o
NOTE Examples of monitoring customer perceptions can include customer surveys, customer feedback
on delivered products and services, meetings with customers, market-share analysis, compliments,
warranty claims and dealer reports.
e WA RS2 51 T R R A TR AT L e A4S 7 i EOIR 5% (R B At s R TS A
Hoir. B IR R G B R

9.1.2.1 Customer satisfaction - supplemental

9.1.2.1 ME#HE—FT

Customer satisfaction with the organization shall be monitored through continual evaluation of internal and

external performance indicators to ensure compliance to the product and process specifications and other
customer requirements.
ﬂLﬁﬁW%ﬂ%ﬂmﬁ?ﬁm% PP SR WA X L2V =, DA ORTT 577 il Al R RIS
HEeEE R,

Performance indicators shall be based on objective evidence and include but not be limited to the following:
SUSABAR I T 2RSS, AFEEART

a) delivered part quality performance;

a) O EMHIESRL

b) customer disruptions;

b) X% i B R4

c) field returns, recalls, and warranty (where applicable);

o fEHIMIZBEE. ABRMERE FEEHEL T):

d) delivery schedule performance (including incidents of premium freight);

d) ST Al HE S CRLAEEAINE 28 1 B0

e) customer notifications related to quality or delivery issues, including special status.



e) 5B E BT A R B A, BAERPROIRAS .
The organization shall monitor the performance of manufacturing processes to demonstrate compliance
with customer requirements for product quality and process efficiency. The monitoring shall include the
review of customer performance data including online customer portals and customer scorecards, where
provided.
H 2R AL 3 e ) 20 20K A B B 2 0F 7 it o e M I R R () 22K, M R 00, 95 i 25 45 R 1)
W, Hr S IR R LR ] A T R

9.1.3 ANALYSIS AND EVALUATION
9.1.3 SrtrFNiE4T (1SO 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall analyse and evaluate appropriate data and information arising from monitoring
and measurement.
LHZA R A3 BT AU 38 I W AR 00 R SRS PR 4 P A A
The results of analysis shall be used to evaluate:
IS F 73 A 285 SR VE A -
a) conformity of products and services;
a) 77 RS B A
b) the degree of customer satisfaction;
b) o R s
c) the performance and effectiveness of the quality management system;
o) SRS A RN ST R
d) if planning has been implemented effectively;
d) SRR AR B RS
e) the effectiveness of actions taken to address risks and opportunities;
e) BT XU AATLAR it SR U it A b
f) the performance of external providers;
) AMHLTT ISR
g) the need for improvements to the quality management system.
g) FUEE PR AR SO MR K
NOTE Methods to analyse data can include statistical techniques.

T B HOTE R ARG THROR

9.1.3.1 Prioritization

9.1.3.1 kLR

Trends in quality and operational performance shall be compared with progress toward objectives and lead
to action to support prioritization of actions for improving customer satisfaction.

Ji R AEAT B A N S W 1) H AR IRk SR BEAT LLAE, I TR A Tt A SRR 1 2 i B2 50 i e 114
ek



9.2 INTERNAL AUDIT
9.2 PIEBEHEHZ (1S0 9001:2015)
9.2.1(1S0 9001:2015)
9.2.1(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
The organization shall conduct internal audits at planned intervals to provide information on whether the
quality management system:
2H 23 N 47 JE SR R I ) () R BEAT PR B %, DA S BAA R I T IS R
a) conforms to:
a) %éfgé\
1) the organization’s own requirements for its quality management system;
1 HEE S o B A R K
2) the requirements of this International Standard;
2) AFRERIER,
b) is effectively implemented
b) 275153 B R Sl AR o

9.2.2(1S0 9001:2015)
9.2.2(1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
The organization shall:
ERAYVE
a) plan, establish, implement and maintain an audit programme(s) including the frequency, methods,
responsibilities, planning requirements and reporting, which shall take into consideration the
importance of the processes concerned, changes affecting the organization, and the results of previous
audits;
a) WA I R E L . PG AR AR DA I s AR EE R, SR, e . SRR R
Fra iz i &8, S REFER. 5k RS SRRIEORAIHR
b) define the audit criteria and scope for each audit;
b) KL B I HH A 1) o A HE DU RIS L
c) select auditors and conduct audits to ensure objectivity and the impartiality of the audit process;
O EFFHIZ R IFLM %, DA OR H AR R A IE
d) ensure that the results of the audits are reported to relevant management;
d) B RS B A% 45 AR i 40 A R B
e) take appropriate correction and corrective actions without undue delay;
e) NN RHUE 2 2 IE A2 TE 45 it
f) retain documented information as evidence of the implementation of the audit programme and the
audit results.
) DRETESCHHER, VRS s %07 58 AL A% 45 R IIESE -
NOTE See ISO 19011 for guidance.
M KA Z W GB/T 19011,




9.2.2.1 Internal audit programme
9.2.2.1 APEZLER
The organization shall have a documented internal audit process. The process shall include the development
and implementation of an internal audit programme that covers the entire quality management system
including quality management system audits, manufacturing process audits, and product audits.

AN A — DB EOCIE I AZ AR o 120 R N0, 445 1) St — N e R o B AR R Y
%$ﬁﬁﬁ,ﬁ¢@AﬁE“ﬁ%%$&\ﬁ T AL i A
The audit programme shall be prioritized based upon risk, internal and external performance trends, and
criticality of the process{es).
TR R P S R 7S 5 ek e A AR e 10 DX B R A e o A% T R AR e 4
Where the organization is responsible for software development, the organization shall include software
development capability assessments in their internal audit programme.
FESTTRATIT KRB OL T, LGSR A B o A% 7 58 b L& AT T A /e 0 PrAt
The frequency of audits shall be reviewed and, where appropriate, adjusted based on occurrence of process
changes, internal and external nonconformities, and/or customer complaints. The eftectiveness of the audit
programme shall be reviewed as a part of management review.
LT B RZAMFE AT VP, ARG ), AR R AR R, AN ANST & S/ BRI R AT
HE . RO AL T S R REAT VR, AV E PR B — 0

9.2.2.2 Quality management system audit

9.2.2.2 REEBFRTX

The organization shall audit all quality management system processes over each three-year calendar period,
according to an annual programme, using the process approach to verify compliance with this Automotive
QMS Standard. Integrated with these audits, the organization shall sample customer-specific quality
management system requirements for eftective implementation.

ML AR FE TR, = R S AT VE % — AR B E S BAR R, DASGHIE
AR QVS AERITT G . 4G di i, LR IUR R 1)) 244 RESR AT, e
AR RN RS it

9.2.2.3 Manufacturing process audit
9.2.2. 3 #&ETIEEZ
The organization shall audit all manufacturing processes over each three-year calendar period to determine
their effectiveness and efficiency using customer-specific required approaches for process audits. Where
not defined by the customer, the organization shall determine the approach to be used.

R FH B2 o ORI R AL T, =N H AR S A — IR G A, DA e A 2K
fﬂﬂz R AR, LN e SR I s A% T
Within each individual audit plan, each manufacturing process shall be audited on all shifts where it occurs,
including the appropriate sampling of the shift handover.
TERFAS AL IR, AR I P o A% e 6 AT R AR BB, B A PR S R
The manufacturing process audit shall include an audit of the effective implementation of the process risk
analysis (such as PFMEA), control plan, and associated documents.

1l e A A T R RS 20 A Can PRMEAD . F8ill H RIRIAH DG SO AR AT 1 7 %



9.2.2.4 Product audit

9.2.2.4 FFRER

The organization shall audit products using customer-specific required approaches at appropriate stages of
production and delivery to verify conformity to specified requirements. Where not defined by the customer,
the organization shall define the approach to be used.

LGN R Y2 A 7 SR, AEAR P RS AT Hsd B Bo 7= i EAT B 4%, DAIGIE S BTt s oK
FFE . WSRIE R e, LN 2R 1o A% 2

9. 3 MANAGEMENT REVIEW
9.3 EIHEIFR (1S0 9001:2015)
9.3.1 GENERAL
9.3.1 =M (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
Top management shall review the organization’s quality management system, at planned intervals, to
ensure its continuing suitability, adequacy, effectiveness and alignment with the strategic direction of the
organization.
It e L 7 e SRR R I ) [R] g o ZEL 2R o B ERAR R AT VP, DA OR IR LR & E e, A
SIVERE R, FF SR RS T 17— EL.

9.3.1.1 Management review - supplemental

9.3.1.1 EEFHEF—H T

Management review shall be conducted at least annually. The frequency of management review(s) shall be

increased based on risk to compliance with customer requirements resulting from internal or external
changes impacting the quality management system and performance-related issues.

B IRVE R N A DA AT IR, N AT H AR 5T A B A RN SRR 5% ) R P E A S B i B
B S SRAE 5 M ) RS, i v 8 B PP o (AR

9. 3.2 MANAGEMENT REVIEW INPUTS

9.3.2 EEITHEIMA (IS0 9001:2015)
I1ISO 9001:2015, Quality management systems — Requirements

The management review shall be planned and carried out taking into consideration:
S RIR SI e A P S N S T A1 2
a) the status of actions from previous management reviews;
a) DU AE BHPF o iR DU Tt e 1 0L
b) changes in external and internal issues that are relevant to the quality management system;
b) 55T B PR SR O 1) A AR R R I AR AL
c¢) information on the performance and effectiveness of the quality management system, including
trends in:
o FHG RS HARGRIA MMERER, GiEES.
1) customer satisfaction and feedback from relevant interested parties;
1) TR = A A DG 7 1) R A5t
2) the extent to which quality objectives have been met;
2) FiE HARI SR
3) process performance and conformity of products and services;




3) I REGURE LA L it AR S5 B RF  1E

4) nonconformities and corrective actions;

4) NGk UL IEFE T

5) monitoring and measurement results;

5) WEARATIN & 45 R

6) audit results;

6) %4k

7) the performance of external providers;

7) AMNERBLTT RIS
d) the adequacy of resources;
d) BHE TS s
e) the effectiveness of actions taken to address risks and opportunities (see 6.1);
e) 0 RIS AATLAE BT SR U it 1) A7 2t (L 6.1
f) opportunities for improvement.

) Bkl

9.3.2.1 Management review inputs - supplemental

9.3.2.1 EEIFFEMANA—HRE
Input to management review shall include:
B IRVTE PN AL
a) cost of poor quality (cost of internal and external nonconformance);
a) ARFIEMA (NEHMIMEARTERA);
b) measures of process effectiveness;
b) A R
¢) measures of process efficiency;
o HRERENEE,
d) product conformance;
d) PR AFAE
e) assessments of manufacturing feasibility made for changes to existing operations and for new facilities

or new product (see Section 7.1.3.1);

e) X IAT HRAE S ORI YOt OB ™ AT B G PTAT PR (LSS 7.1.3.1 550
f) customer satisfaction (see ISO 9001, Section 9.1.2);

) R (I 1509001 & 9.1.2 4%);

g) review of performance against maintenance objectives;

g) X HEYES H AR S0

h) warranty performance (where applicable);

h) REGRL (FEIE AL T s

i) review of customer scorecards (where applicable);

D R R VEE (FEE SO

j) identification of potential field failures identified through risk analysis (such as FMEA);
O JEI RS AT Can FMEA) TR 51 78 7848 F I 2k bR 1

k) actual field failures and their impact on safety or the environment.

k) SEBRE LI R S AN 22 A I RS



9. 3. 3 MANAGEMENT REVIEW OUTPUTS

9.3.3 EIEIFERHL (1S0 9001:2015)
1ISO 9001:2015, Quality management systems — Requirements

The outputs of the management review shall include decisions and actions related to:
PR R 04 L LA 5 T F IR 5 R E M T -
a) opportunities for improvement;
a) Hut b2
b) any need for changes to the quality management system;
b) FiEE KRR L,
c) resource needs.
o) BEURT K.
The organization shall retain documented information as evidence of the results of management reviews.

HARANLOR B SO R B, VEDE BV o 4 R IR SR

9.3.3.1 Management review outputs - supplemental

9.3.3.1 EMHEIFFRHME—RE

Top management shall document and implement an action plan when customer performance targets are
not met.

ORI R S8 H AR, i i B S B — AN SO AL R i v Rl 5 St

10 IMPROVEMENT

10 ik (1S0 9001:2015)
10. 1 GENERAL

10.1 20 (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall determine and select opportunities for improvement and implement any
necessary actions to meet customer requirements and enhance customer satisfaction.
G SR i RN PR L 2, R ICL SERE T, DATH S o 25 S SRR 5 2 2 o
These shall include:
SRR CE
a) improving products and services to meet requirements as well as to address future needs and
expectations;
a) DUk AR S5 DL AR SR I G ARSR I 7R SR A
b) correcting, preventing or reducing undesired effects;
b) Z|IE. TRET i AR
c) improving the performance and effectiveness of the quality management system.
) SO R BRAAR AR K SO A R
NOTE Examples of improvement can include correction, corrective action, continual improvement,
breakthrough change, innovation and re-organization.

T SO TRl ESERA I ARSI, FReksiolt . SRR GUFTRIE] .




10. 2 NONCONFORMITY AND CORRECTIVE ACTION
10. 2 AFFEFNLIEFEHE (1S0 9001:2015)

10. 2.1 (1S0 9001:2015)

10. 2.1 (1S0 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements
When a nonconformity occurs, including any arising from complaints, the organization shall:
A G, kA THRIFNAGH, HEN:
a) react to the nonconformity and, as applicable:
a) XMAEREARH RN, FHAEIE A
1) take action to control and correct it;
1) SRHUE i LA S A2 IEA A4 5
2) deal with the consequences;
2) KB AERER.
b) evaluate the need for action to eliminate the cause(s) of the nonconformity, in order that it does
not recur or occur elsewhere, by:
b) 3L FENES), PN RGN, LA R A A GRS R R, 8 G P OR AR B AR
HoAt Iz & KA
1) reviewing and analysing the nonconformity;
D VFE I T A A
2) determining the causes of the nonconformity;
2) WHEAGIKI A
3) determining if similar nonconformities exist, or could potentially occur;
3) WE R S AFFE B ] BE R AE BB AN S 4%
c) implement any action needed;
) S P 7 A
d) review the effectiveness of any corrective action taken;
d) PFE BT R 2 I 45 it (1) R0 s
e) update risks and opportunities determined during planning, if necessary;
e) T ELIN, BT SRR ST A 8 1 P RS AL
f) make changes to the quality management system, if necessary.
f) TEN, LHEIREHAR.
Corrective actions shall be appropriate to the effects of the nonconformities encountered.

A IE A N5 P AR AN B R BRI R

10.2.2(1S0 9001:2015)
10.2.2(1S0 9001:2015)

I1ISO 9001:2015, Quality management systems — Requirements
The organization shall retain documented information as evidence of:
M RR B TE O E 2, AEN N A H IR -
a) the nature of the nonconformities and any subsequent actions taken;
a) NGRS LA 5 BT R B 8 7
b) the results of any corrective action.

b) AL 45




10.2.3 Problem solving
10. 2. 3 |JREMRR
The organization shall have a documented process(es) for problem solving including:
LEA A T O ) R R A, AL
a) defined approaches for various types and scale of problems (e.g., new product development, current
manufacturing issues, field failures, audit findings);
a) H TS PR AR @ Cane B ah Tk anriliG i) @, IR SRR 1
UiLTipaRr
b) containment, interim actions, and related activities necessary for control of nonconforming outputs
(see I1ISO 9001, Section 8.7);
b) FEHIANKF G P ZE A IE S IR LA S B (I 1509001 5 8.7 2%):
¢) root cause analysis, methodology used, analysis, and results;
o) WRAFEE M RABITE ob KR
d) implementation of systemic corrective actions, including consideration of the impact on similar
processes and products;
d) RGEIEA IEFE S, ELHE T RS ARALLIE R A it () B
e) verification of the effectiveness of implemented corrective actions;
e) N CLSE it 21 1E S AT RO 30
f) reviewing and, where necessary, updating the appropriate documented information (e.g., PFMEA,
control plan).
£) WHE M BSCHRIE R (e PEMEA, #EHITHRD (Ve , BRI R .
Where the customer has specific prescribed processes, tools, or systems for problem solving, the
organization shall use those processes, tools, or systems unless otherwise approved by the customer.
A RN i) R R R A RUE AR . THERS, AAN KA, TREERS, RAEBX
FATHEHE

10.2.4 Error - proofing

10. 2. 4 Péd

The organization shall have a documented process to determine the use of appropriate error-proofing
methodologies. Details of the method used shall be documented in the process risk analys is (such as PFMEA)
and test frequencies shall be documented in the control plan.

The process shall include the testing of error-proofing devices for failure or simulated failure. Records shall
be maintained. Challenge parts, when used, shall be identified, controlled, verified, and calibrated where
feasible. Error-proofing device failures shall have a reaction plan.

ML — MRS RS, T 0 & LB TE R o BrR 7 R IS BSAE R R
B ar A (ot PEMEA) TR, RBe e Bid seAE s hil iRl

T LA 4 2 SR AL SR R e, RLORAFIC T . A (EFH PR AT, U REAE R AT IR0 P A
BEATRRR, . SRR HE. By A B RN A — N RS

10. 2. 5 Warranty management systems

10.2.5 REEEER

When the organization is required to provide warranty for their product(s), the organization shall implement
a warranty management process. The organization shall include in the process a method for warranty part
analysis, including NTF (no trouble found). When specified by the customer, the organization shall



implement the required warranty management process.
MG R N AR ORAE I, H LN ST — MRMEE F R . AR R S — MR
AL, G NTF ORISR . i fa eI, 2H 28 SEitE T 2R 1) R I2 8 B R

10. 2. 6 Customer complaints and field failure test analysis

10. 2. 6 MIERIFRAGEAIGEBIAE S

The organization shall perform analysis on customer complaints and field failures, including any returned
Parts, and shall initiate problem solving and corrective action to prevent recurrence.

LEARDN B AR YRAIE FH I R 2%, BFEIR T RAF, HEAT 708, JF BRI a) R pR A0 21 TE 4 it DA
TR PR -

Where requested by the customer, this shall include analysis of the interaction of embedded software of
the organization's product within the system of the final customer's product.

FERA RGN, XN AT R AR i R AN, AL N AR BAE R 2347

The organization shall communicate the results of testing/analysis to the customer and also within the
organization.

RN A i I HLAEZH A A% I8 106/ 7 BT IO 5 2R

10. 3 CONTINUAL |MPROVEMENT
10. 3 FFEEGE (150 9001:2015)

1ISO 9001:2015, Quality management systems — Requirements

The organization shall continually improve the suitability, adequacy and effectiveness of the quality
management system.

YN AR DT R AR R A B AR MR R

The organization shall consider the results of analysis and evaluion, and the outputs from management
review, to determine if there are needs or opportunities that shall be addressed as part of continual
improvement.

AN B M VAN SR LRSS BEVE S B4 E B 7 o 5 A B N DR T A 45 8 50 ) 7 SR A LI

10.3.1 Continual improvement - supplemental

10. 3.1 HFEH#H—r4 7

The organization shall have a documented process for continual improvement. The organization shall

include in this process the following:
WA — MRS ot 2 . HEVEART R P FE LR A2
a) identification of the methodology used, objectives, measurement, effectiveness, and documented
information;
a) MFTRATE BAs WE. AR S RS B
b) a manufacturing process improvement action plan with emphasis on the reduction of process variation
and waste;
b) — MG ST SR, AU S AR ZE AR B
c) risk analysis (such as FMEA).
o) MRt (B4 FMEA);
NOTE Continual improvement is implemented once manufacturing processes are statistically capable and
stable or when product characteristics are predictable and meet customer requirements.

Vi RREb R M R G RE D HARRE, B 7 bR Dy TSN L R e RN S A



ANNEX A: CONTROL PLAN
BtsR A: $EHITR

A.1 PHASES OF THE CONTROL PLAN
A1 R RIBRTEY

A control plan covers three distinct phases, as appropriate:

T, PR =S AN R B
a) Prototype: a description of the dimensional measurements, material, and performance tests that will
occur during building of the prototype. The organization shall have a prototype control plan, if required
by the customer.
a) JREIRE (Prototype): X2 Hi B JE BUREAFHIIE A i ROHI & . ARIRE RS I 1A o
SRR BR,  H RN A JE BRI
b) Pre-launch: a description of the dimensional measurements, material, and performance tests that
occur after prototype and before full production. Pre-launch is defined as a production phase in the
process of product realization that may be required after prototype build.
b) $=HI (Pre-launch): Xi¥s<x i IAE JFU A RE A )i 5 A4 i 2E 7= B RO I & A4 RE P RE I
SR o B I E SONAE TR BRI 5 7 i SE IS A TR a] REEESR I — AN AR 7 i B
c) Production: documentation of product/process characteristics, process controls, tests, and
measurement systems that occur during mass production.
¢) A= (Production): HILZE KHIABL 1) A= P2 (1) 72 it A BRI AR 4R IR ANl & R 4 1) 3L
.
Control plans are established at a part number level; but in many cases, family control plans may cover a
number of similar parts produced using a common process. Control plans are an output of the quality
plan.
AT T A —MER R ERAERZ RZO, — MR AT DU R R T L R A
AP IX AR A FE TR PR TR

NOTE 1 It is recommended that the organization require its suppliers to meet the requirements of this

Annex.

T 1 ER U ZUEE R LA R i A AP SR AR K

NOTE 2 For some bulk materials, the control plans do not list most of the production information. This

information can be found in the corresponding batch formulation/recipe details.

T 20 0TSSR AR, KER AR S BAERE IR S tH o AT AR SRR T TS 3R AR I

KER.

A.2 ELEMENTS OF THE CONTROL PLAN
A2 FEHEITTRINER

A control plan includes, as a minimum, the following contents:

T =S U AR

General data
SZERE
a) control plan number

a) i



b) issue date and revision date, if any

b) KA HIHAMEIT B, tf

c¢) customer information (see customer requirements)
o BEEE (LB ZR)

d) organization's name/site designation

d) HHGTR/ I 95

e) part number(s)

e) FftgwT

f) paet name/description

) TR R

g) engineering change level

g) LHEHEER

h) phase covered (prototype, pre-launch, production)
h) T IR B RARUREfRfIE . 8™/, 227
i) key contact

DEPS 3732 IN

j) part/process step number

i SRS RS

k) process name/operation description

k) R AFRAE LA

[) functional group/area responsible

D 5T D REZH/ X 45k

Product control

7=
a) product-related special characteristics
a) 57 KRR
b) other characteristics for control (number, product or process)
b) HBEEHIMRE (dWS . P REud )
c) specification/tolerance
o) HVE/ A%

Process control
puN il
a) process parameters (including process settings and tolerances)
a) IHESH (BFIEEEMNAZE)
b) process-related special characteristics
b) HilFEA KA AR
¢) machines, jigs, fixtures, tools for manufacturing (including identifiers, as appropriate)

o HEEANLEE. KR, A T3 GELNIEEFHRRED)

Methods
Fiik

a) evaluation measurement technique



a) TEHIERA

b) error-proofing

b) Bk

¢) sample size and frequency
o) FEARE EAHHFEAIR
d) control method

d) &Ik

Reaction plan
dvaze
a) reaction plan (include or reference)

a) [eMiitd) CRAEEGIAD



ANNEX B: BIBLIOGRAPHY - SUPPLEMENTAL AUTOMOTIVE
Bk B: EEHE—RFTUATE

Internal audit
NE
AIAG

CQl-8 Layered Process Audit (cal-8 7 EiIFEdH %)
CQl-9 Special Process: Heat Treatment System  (CQl-9 4Fukidfe: HUbFE RS 1EAL)
Assessment
€QJ-11 Special Process: Plating System Assessment (cal-11 HFikidFe: HPE RGP )
CQI-12 Special Process: Coating System Assessment (cal-12 FFERIIHE: W3 RGIEAS)
CQI-15 Special Process: Welding System Assessment (cal-15 FFERILHE: 1R RGIEAS)
CQI-17 Special Process: Soldering System Assessment  (CQI-17 HrEkid 2. B1E RG V)
€QI-23 Special Process: Molding System Assessment (cQl-23 RFERILFE: HYE RGITEAS )

CQI-27 Special Process: Casting System Assessment (cQl-27 FFERILHE: #5iE RGITAS)
ANFIA
AQ 008 Process Audit AQ 008 i F2 i 1%
FIEV
V2.0 Production Process Audit Manual (A= FEHZFM)  v2.0
IATF
Auditor Guide for IATF 16949 CIATF 16949 # 1% GBI 45 F5 )
VDA
Volume 6 part 3 Process Audit *$6 %5& 3 WA it FE AR
Volume 6 part 5 Product Audit 5 6 B 5 HR T A AL

Nonconformity and corrective action

ANFRFE A IEFEHE

AIAG

CQl-14 Automotive Warranty Management {CQl-14 KEAREE RIS )
Guideline

CQl-20 Effective Problem Solving Practitioner  {CQI-20 F5 R &R 1] fE  MOL & F5 7 )
Guide

VDA
Volume "Audit standard field failure analysis" “CEAZIREE B R
Volume "Field failures analysis" “AE LI %

Measurement system analysis
NERG T
AIAG
Measurement Systems Analysis (MSA) & RZGHr (MSA)
ANFIA
AQ 024 MSA Measurement Systems Ana lysis (AQ024 MERGHHT (MSAD)
VDA
Volume 5 "Capability of Measuring Systems" %5 B"E RS R "



Product approval
7= it
AIAG
Production Part Approval Process (PPAP) AP HEHERE T (PPAP)
VDA
Volume 2 Production process and product approval £ 2 Z&" A4 P i FE AT Stk (PPA)
(PPA)
Volume 19 Part 1 ("Inspection of Technical 2 19 %% 14 C“HAREHERE —KE
Cleanliness-Particulate Contamination of  ThfeHAFIERLIG G
Functionally Relevant Automotive Components")
Volume 19 Part 2 (Technical cleanliness in 25 19 %5 2 ¥/ ( "JEHCHE AR B ——3 5,
assembly — Environment, Logistics, Personnel and  #¥i. A G AL %)
Assembly Equipment")

Product design
PRI
AIAG
APQP and Control Plan APQP ¥zl
CQl-24 Design Review Based on Failure Modes  (CQl-24 #:T K&t 5 1% )(DRBFM £
(DRBFM Reference Guide) EZ D)

Potential Failure Mode & Effects Analysis (FMEA) ¥ 7E R0 =0 1% J5 343 BT (FMEA)
ANFIA

AQ 009 FMEA AQ 009 FMEA
AQ 014 Manual of Experimental Design (AQO014 =LZIGHTHTFM)
AQ 025 Reliability Guide (AQ025 FFEMFRES )
VDA
Volume 4 Chapter Product and Process FMEA 4% PR FE FMEA” &

Volume VDA-RGA "Maturity Level Assurance for VDA-RGA 35 “ 1 4 ik 3 S 4 {7
New Parts"

Volume "Robust Production Process" “RfEA e B

Volume Special Characteristics (SC) CHPEREEE (SO B

Production control

Sy ol
AIAG
MMOG/LE Materials Management Operational (A Bl & B E/ERE ) / (R IEMN)
Guidelines / Logistics Evaluation (MMOG/LE)
SMMT
Implementing Standardised Work (St brEA AR )

Quality management system administration
FREEEARKER
ANFIA



AQ 026 Managing and improving the process (AQ 026 2 1) H At )
IATF

Rules for achieving and maintaining IATF  (FRIGIFLRI IATF DA AT 0D
recognition

Risk analysis

N Seagin
VDA

Volume 4 "Ring-binder" (elementary aids, risk 2f 4 & “yE00R” (GEARFER . K& ik
analyses, methods, and process models) At AR AL

Software Process Assessment

AL
Capability Maturity Model Integration (CMMI) BE IR ERERLEE R (CMMID)
VDA
Automotive SPICE® (Software Process PR SPICER (Rt A e sk A AE 7300 5E)

Improvement and Capability Determination)

Statistical tools

g TR
AIAG
Statistical Process Control (SPC) Gt FEE (SPC)
ANFIA
AQ 011 SPC AQ 011 SPC

Supplier quality management
At 7R o R
AIAG
CQl-19 Sub-Tier Supplier Management Process  {CQI-19 &k Z& it 5 & Bt FE4E 7 )
Guideline

IATF
Minimum Automotive Quality Management CIR AL L B AR VR 42 R B FRAR R LR )
System Requirements for Sub-Tier Suppliers (MAQMSR)
(MAQMSR)

Health and safety

BESZ4E
ISO
ISO 45001 Occupational health and safety (IS0 45001 HRMPAgE B 22 & AR R )

management systems



