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1. Scope V&
This International Standard specifies requirements for a quality management system where
an organization AFRHENE T AT RMHA LM E T & E H A REK:

a) needs to demonstrate its ability to consistently provide goods and services that meet
customer and applicable statutory and regulatory requirements, and 7 A S22 AT Fa e Hi iR
R 01 S SRR 3 F Y AV R SR )7 il R R 55 1)

b) aims to enhance customer satisfaction through the effective application of the system,
including processes for eentinual improvement of the system and the assurance of conformity to
customer and applicable statutory and regulatory requirements 3 s 14 28 1) 175 20N, A0 5614
REFELUOHIE AR, DLORUERT & % AIUE F R AR R, 5 R 1Y S 28

7E 1: Inthis International Standard, the term “product” only applies to 7EARiE—H, Rig“r=
mn”E R T

a) goods and services intended for, or required by, a customer, and T 2 1 45 51 %5 ml i 5

JIT S SR PR e it AR 55+
b) any intended output resulting from the operational processes iz {733 F2 = A= AT 7]
Wit

7E 2: Statutory and regulatory requirements can be expressed as legal requirements £ 75 2

SROTRRAE g e EoK e

2 Normative references AVt 5] B 34

The following referenced documents are indispensable for the application of this document.
For dated references, only the edition cited applies. For undated references, the latest edition of
the referenced document (including any amendments) applies "~ 41| SC44: i i 4% 538 5 A< s v £
SR TTAS A AR AE B 25 3 LR TE H IR 51 S, R g1 RRCAE R . U ANE H )
SIS, A (BFERMED &l T AbRE.

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

GB/T19000-2015 Jii & FifA R FERHAIALE
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3 Term and definitions RiEF & X
For the purposes of this document, the terms and definitions given in ISO 9000 apply A< #x it
K FH GB/T19000 H Jfrfff 3. (R AR E AT 5E S

4 Context of the organization ZHLZR )3 I
4.1 Understanding the organization and its context Ff#H R K& KT BRI

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 outcome(s) of its
quality management system ZH 2R fff s S AT N FISLL 52K B L BRIK T IR 5%, S
JoT B AR R S TR 45 SR RE T I 55

The organization shall update such determinations when needed 7 Zi5f,  2H 23 W B X £
g p

oo

When determining relevant external and internal issues, the organization shall consider
those arising from: 7E i & 1X LEAH 5 (1) A BRI AN B, ZH N 2% i DA J7 1
a) changes and trends which can have an impact on the objectives of the organization 7] §EX 21
S H FRa FRE  F AR SEAEH
b) relationships with, and perceptions and values of relevant interested parties 5% J5 )55 %,
PASAH G T B A EDW s
¢) governance issues, strategic priorities, internal policies and commitments; and ZH 2% # | 1%
Py A BRI
d) resource availability and priorities and technological change %5 RS SE LA . FoRAE
H.

7£ 1: Understanding the external context can be facilitated by considering issues arising from
legal, technological, competitive, cultural, social, economic and natural environment, whether
international, national, regional or local JMAIFREE, W DA RV, HiR. a4, S0fb.
o BRUTMBRIAET I, ANERERR. ER. XA,

£ 2: When understanding the internal context the organization could consider those related to
perceptions, values and culture of the organization. Py #3452, v DAZHZA B8 L (WA S Ak
4.2 Understanding the needs and expectations of interested parties BEfEAH <5 ) R A1 E
The organization shall determine ZH 435 i 5 :
a) the interested parties that are relevant to the quality management system, and 5 i & #l A
FA RIAHRTT
b) the requirements of these interested parties #H 5% /7 [t 55k

The organization shall update such determinations in order to understand and anticipate
needs or expectations affecting customer requirements and customer satisfaction 2H 25 557 DL
R A IR, DA T SRR AR L s i A s SRR BT 5 B ) 7 SRR

The organization shall consider the following relevant interested parties 2123w % & DL~ AH
K7+
a) direct customers EL3%Zi %
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b) end users i ZH &

c) suppliers, distributors, retailers or others involved in the supply chain N4 H I3 . 734
d) regulators; and SZi%EHLK

e) any other relevant interested parties J:At

7 : Note Addressing current and anticipated future needs can lead to the identification of improvement and

innovation opportunities N X 24 Fif 1R T ) 2R R 75 5K 7T 3 B0 db A AR L2 1R 1

4.3 Determining the scope of the quality management system #fi e i & & #& K FITE

The organization shall determine the boundaries and applicability of the quality management
system to establish its scope ZH 2R 55 i &8 AR R AL AN, DL€ HTE e .

When determining this scope, the organization shall consider 75 i Jifi & Fiik R I, H5
JS0 7% &

a) the external and internal issues referred to in 4.1, and FrifE 4.1 253 R H 20 N AT AN R
H

b) the requirements referred to in 4.2 5tk 4.2 253K ER

The scope shall be stated in terms of goods and services, the main processes to deliver them and
the sites of the organization included Jsii & B4 5 196 AR A ZH 2R AT 0 2 (072 i IR 5
T2 B R AT

When stating the scope, the organization shall document and justify any decision not to apply a
requirement of this International Standard and to exclude it from the scope of the quality
management system. Any such exclusion shall be limited to clause 7.1. 4 and 8 and shall not
affect the organization’s ability or responsibility to assure conformity of goods and services and
customer satisfaction, nor can an exclusion be justified on the basis of a decision to arrange for
an external provider to perform a function or process of the organization.f# 4 i & % H K R 1)
ORI, 0P ANTE Y AOARAE R K, ISR o B B A 2R PO sk A G B P TR BRSO o DR R AN R T
PRAESS 7.1.4 A8 FT, HANFEA AL SR OR ™ it R AR 55T 2 2 SRR B 25 25 1) i 0 F BTAT:
RSN AN T 2 RN R

VF: An external provider can be a supplier or a sister organization (such as a headquarters or alternate site
location) that is outside of the organization’s quality management system.Zh ¥ it W 5 A] DLAE 2H 23 i 2

AR R AN T B SR A
The scope shall be available as documented information Jii & BH & BEAR 2 70 B N BOCAE

4.4 Quality management system Ji B8 & &

4.4.1 General &

The organization shall establish, implement, maintain and ecentirdally improve a quality
management system, including the processes needed and their interactions, in accordance with
the requirements of this International Standard. 2124 N A% AARHE B SR @ R B FA R o
PR HAH AR, InCASE A ORes, FhRrsit.

4.4.2 Process approach i fE 5%

The organization shall apply a process approach to its quality management system. The
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organization shall: 41 2 N0Ks b FE 7 v N T B HAA R . ZHEUN

a) determine the processes needed for the quality management system and their application
throughout the organization; i & Jii & 5 BEAK 2 B 75 B FE A A A2 Z3rh 1 7

b) determine the inputs required and the outputs expected from each process; i i& & 4L F2 T
5 IR AR B )

c) determine the sequence and interaction of these processes; i i 1X L2142 i I 7 A1 AH H4E
i

d) determine the risks to conformity of goods and services and customer satisfaction if
unintended outputs are delivered or process interaction is ineffective;ff 72 7= A JE T 1) %
B R SR RO 77 i+ IR 55 AR B e R ) XU

e) determine criteria, methods, measurements, and related performance indicators needed to
ensure that both the operation and control of these processes are effective i & T 7 FIHEN] . 77
s WE LA R SRR, DU R IR L i A2 1A 0 17 Fd il ;

f) determine the resources and ensure their availability ff & F142 4t % I ;

g) assign responsibilities and authorities for processes }i & B 57 AR ;

h) implement actions necessary to achieve planned results S i it 7 4 it LA S SR R 45

i) monitor, analyse and change, if needed, these processes ensuring that they continue to deliver
the intended outputs; and Ml rHTix Seid fE, B AREE, DARR GO RERR S A R 5
e

j) ensure centinual improvement of these processes. fifi {R4¢ &5 i i X Se i 7

5 Leadership 45 54& F

5.1Leadership and commitment $i-SF/ER 5 & %

5.1.1 Leadership and commitment with respect to the quality management system &%} i &%
BRI RER 5&E

Top management shall demonstrate leadership and commitment with respect to the quality
management system by & B SO DT 77 TR SE 65 8 AR R TS EH 57K
s

a) ensuring that quality policies and quality objectives are established for the quality
management system and are compatible with the strategic direction of the organization;#fi {5
BT R B AR RIENL, IR S SR RS 77 1) R — 3

b) ensuring the quality policy is understood and followed within the organization;#ifi{# )i & /7%
FEZH 2R A 15 3 B A P S I«

c) ensuring the integration of the quality management system requirements into the
organization’s business processes; i { i & & B4 R RN LH LBV 55181

d) promoting awareness of the process approach; 2l F2 5 % 1 &K 5

e) ensuring that the resources needed for the quality management system are available; #fi &5 &
AR & PR RURI RS

f) communicating the importance of effective quality management and of conforming to the
quality management system requirements and the requirements of goods and services;f&1xH %%
10 5T B A T DA SR R T R AR AR L 7 R IR G R ) E

g) ensuring that the quality management system achieves its intended euteomes outputs; i £ /5
B AR SR ST I

h) engaging, directing and supporting persons to contribute to the effectiveness of the quality
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management system W44, F& 5 HISCRE 51 T2 5 0] o 2 BRAK Z 10 ROPEAE tH DTk

i) promoting eentinual improvement and  innovation; and 4 5 JF 45 LG A1 357 5

j) supporting other relevant management roles to demonstrate their leadership as it applies to
their areas of responsibility. S 47 HAth R 22 2 72 H A7 97 1) SRUE0IE S 40 S VR H

5.1.2Leadership and commitment with respect to the needs and expectations of customers £}

XFBUE TR A E KR RE R 5

Top management shall demonstrate leadership and commitment with respect to customer focus
by ensuring that 5 e & 5 B LA R J7 1, GIE SE R DUBTE A 5T A8 A ) 4054 F AR
s

a) the risks which can affect conformity of goods and services and customer satisfaction are
identified and addressed; AJ e S M ™ A MR G5 A7 S E L U596 2 (A XU 453 8030 7 R RESK 5

b) customer requirements are determined and met; i %5 2 3R 75 21 72 A3 A2 5

c) the focus on consistently providing goods and services that meet customer and applicable
statutory and regulatory requirements is maintained; f-4F DA Fg e HRAIL I 2 012 AR Sy BB R

d) the focus on enhancing customer satisfaction is maintained; £ ¢ DA i B & 5 2O £E 55

7F: Reference to “business” in this International Standard should be interpreted broadly to mean those activities
that are core to the purposes of the organization’s existence. A bR H ()Ml 257 7] DA vz M ER gy ok 2H
ZUFAER) B IR E 253 .

5.2Quality policy Fi &4t

Top management shall establish a quality policy that:fx = & F & v i) 2 i & 5T, 5% :

a) is appropriate to the purpose of the organization; 5 2021 [ 5% B AHIE M ;

b) provides a framework for setting quality objectives; $& | %€ i & H An FIHESE ;

¢) includes a commitment to satisfy applicable requirements, and /3,35 % i &2 38 F B2 3R 1 7K 5
d) includes a commitment to eentinual improvement of the quality management system. 45 X}
R o o B AR R R K

The quality policy shall: /i & J5 £ -

a) be available as documented information; /& i 3 {4

b) be communicated within the organization; 7t 21 23 Py 15 21|74 i ;

c) be available to interested parties, as appropriate; and i& i, A A 9% 7 AT FREL;
d) be reviewed for continuing suitability. 7£ 45 423& B 1% J5 1 15 2 3F .

7 : Quality Management Principles can be used as the basis for the quality policy. Jii & P & | 7] {F N i &
T35 I 2

5.3 Organizational roles, responsibilities and authorities ZHZFKI/EF  BRFTAIAFR

Top management shall ensure that the responsibilities and authorities for relevant roles are
assigned and communicated within the organization. & & & B R AR N AR S HIER B AL
BRAS 2R E AR o
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Top management shall be accountable for the effectiveness of the quality management system
and shall assign the responsibility and authority for:#z & & BE & N 5 &8 BEAAR 2 (14 250 6
51, FFRUEHR DT IR R LAAE .

a) ensuring that the quality management system conforms to the requirements of this
International Standard anesffi % i & & FLAA R AT A AFRIE 1) E K

b) ensuring that the processes interact and are delivering their intended outputs;fifi frit F24H F.
VER I A B2 () 25

c) reporting on the performance of the quality management system to top management and any
need for improvement, and 7] 55 = & 5 41 75 o B AR R 1K) G 5O T s 1 75 K

d) ensuring the promotion of awareness of customer requirements throughout the organization.
TR ORAE BEAN LN i i S I3 SR R i 1

6 Planning SRRl

6.1Actions to address risks and opportunities X FIALIE i) R 78 e

When planning for the quality management system, the organization shall consider the issues
referred to in 4.1 and the requirements referred to in 4.2 and determine the risks and
opportunities that need to be addressed to %Il jii & & B {4 R iF, HLANHEE 4.1 f1 4.2 2
K, BE T RO ) AR AIALAE,  AE.

a) assure the quality management system can achieve its intended outcome(s); i £ it & & B4
RSP 45

b) assure that the organization can consistently achieve conformity of goods and services and
customer satisfaction;ffi {- 41 2R e A g U BIL= S IRSSFF  BE SRR B 2 3 5

c) prevent, or reduce, undesired effects, and i 7 By /b | T4 0 5200 5

d) achieve eontinual improvement. S RS

The organization shall plan:ZH 23 3 5 % -
a) actions to address these risks and opportunities, and JXU FATL 38 1) B %) 5 it 5
b) how to 1]
1) integrate and implement the actions into its quality management system processes (see 4.4),
and 7E 57 88 AR S R R Y NS A IX S g it (0 4.4)
2) evaluate the effectiveness of these actions. A/ i L4 it [ 45 R P

Any actions taken to address risks and opportunities shall be proportionate to the potential
effects on conformity of goods and services and customer satisfaction. R 4T Aa] XSS AT AL 8 1)
S50 i S 5 X 7 iy IR B AR 5 M R B P VS A B M R S

7F : Options to address risks can include for example risk avoidance, risk mitigation or risk acceptance 7 1% ']

TR S of 8 Tth L5 UG RTRE L XU B AIG UG #5255

6.2Quality objectives and planning to achieve them i & H #5 S I SL i ) 3R R

The organization shall establish quality objectives at relevant functions, levels and processes.

The quality objectives shall: LN FEASCHRRE . ZEIR. W FE L & B AR, s B AR
a) be consistent with the quality policy; 5 i & J5 £ R 52
b) be relevant to conformity of goods and services and customer satisfaction; 5 7= i« AR 25 11

7
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A B A R T 25 2 A O
c) be measurable {if-practicable); 1[Il & (AI{TH)
d) take into account applicable requirements, % F&i& I [t 55k
e) be monitored, #5321 1]

f) be communicated, and 15 27418

g) be updated as appropriate.id 24 i #E1T 5 H

N

The organization shall retain documented information on the quality objectives.ZHZ3 oK i &

H AR T A

When planning how to achieve its quality objectives, the organization shall determine: 7t 5 k)
H AR SCEL, 2 2R R o -
a) what will be done; {14 ;
what resources will be required (see 7.1) AT 75 (% IE (L 7.1);
who will be responsible; 57 1F A ;
when it will be completed, and 5 il T[] 2% 5
how the results will be evaluated. £ % [ 3¥E47 .

b
c
d
e

~ =

6.3Planning of changes 28 5 )35 %)
The organization shall determine the needs and opportunities for change to maintain and

improve the performance of the quality management system. 25 2% 5 fifj 5 2% B (1) 7 SR L4
PRFEFN S T AR RGN

The organization shall undertake change in a planned and systematic manner, identifying risks
and opportunities and reviewing the potential consequences of change.ZH 2N 45 11 %I « £ 4t ik
1T, WU KBS LS,  FHPPAN AR S I8 fa R

¥ : Specific requirements on control of changes are included in clause 8.4% 5 4% il {4 7€ B RAESE 8 4%
FIE o

7 Support X #
7.1Resources %5
7.1.1 General &

The organization shall determine and provide the resources needed for the establishment,
implementation, maintenance and eentinual improvement of the quality management system.ZH
GUNTHE  SRBEVEEST. St PRI BT BAA AR T 75 R BT

The organization shall consider 2023 W25 (& :

a) what are existing internal resources, capabilities and limitations, and BLH ¥R B8/ &
PR
b) which goods and services are to be sourced externally. 7ML 7= i Fl AR 5

7.1.2 Infrastructure Z:7H ¥ i
The organization shall determine, provide and maintain the infrastructure necessary for its
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operations and to assure conformity of goods and services and customer satisfaction. 2123 i #ff

SE -~ FEMEAYES HAZAT AR i« IS5 AT AT IR i 158 P 75 ) R A 500t

7E: Note Infrastructure can include: & fith i3 fits A] .45 -
a) buildings and associated utilities; & S04 1 AH < 1 ¥ e
b) equipment including hardware and software, and 1% 7% CELFHRE{FFI 3R )
¢) transportation, communication and information systems. iz %1 I8 HAE B R4t

7.1.3 Process environment I FEFA 5

The organization shall determine, provide and maintain the process environment necessary for
its operations and to assure conformity of goods and services and customer satisfaction.ZH 2% W

BE s SeUtMAES Fas AT MmO fh o IR SS AT S VA2 30 o P 5 (R I R PR 5

VF: Process environment can include physical, social, psychological and environmental factors (such as
temperature, recognition schemes, ergonomics and atmospheric composition).ﬁﬁz%iﬁﬂ@%% P, Ak
2 LB R (e B AT ARG KRG .

7.1.4 Monitoring and measuring devices W A1 & %%

The organization shall determine, provide and maintain the monitoring and measuring devices
needed to verify conformity to product requirements and shall ensure that the devices are fit
for purpose. 4 2N 52  FRALANGEDF T 90 UE = 5 FF S M BT 7 S AR AN I 1 2%, FERRAR
AR B 15 £ R A P 2K

The organization shall retain appropriate documented information as evidence of fitness for
purpose of monitoring and measuring devices. 21 24 M AR35EE 24 1 SCHHE S, DAL R AN
AT R ELR I -

v 1: Monitoring and measurement devices can include measuring equipment and assessment methods such

as surveys. W LA & 15 2% A A 5 S WA AIVEY i (Bl A ).

7 2: Monitoring and measurement devices can be calibrated or verified, or both, at specified intervals, or
prior to use, against measurement standards traceable to international or national measurement standards. X
R 050 380 I oo s e PR s A , 2 R 5 RO 1) 1) O 58 P 0 M A0 B 12
A HATRER (B KE .

7.1.5 Knowledge H1iR

The organization shall determine the knowledge necessary for the operation of the quality
management system and its processes and to assure conformity of goods and services and
customer satisfaction. This knowledge shall be maintained, protected and made available as
necessary. ZH 238 2 R B HAR RIEAT . R B IR S R AR 2% 5 A 1 I & i i BT 7
PR . IXEEAIR AR R CREF . TRIP . T2 T 3R
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Where addressing changing needs and trends the organization shall take into account its
current knowledge base and determine how to acquire or access the necessary additional
knowledge.(See also 6.3)7E N A AR I 75 SR A S I, LN 2% FE A IO RN BEA, e
R SR TR U EE Z F1iR . (I 6.3)

7.2Competence #g
The organization shall:41 2 -

a) determine the necessary competence of person(s) doing work under its control that affects
its quality performance, —and i & EZH 245 T M52 00 5T B S T AR IO N R T b 21 g
VAR
b) ensure that these persons are competent on the basis of appropriate education, training, or
experience; i T& U E .« FIMEALR:, HORIXLEN 5 RN
c) where applicable, take actions to acquire the necessary competence, and evaluate the
effectiveness of the actions taken, and i& FH I, SKHUE T LASREULERIRE /7, FFPPAIX 2o 4h
it iR s
d) retain appropriate documented information as evidence of competence fRHF/% B4 1115

B DLSRHERE T HOIESE -

v : Applicable actions may 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.i& >4 5 Jith

AEE, BlInERAEIN. AT ERHORAES . HEBERN A,

7.3Awareness & iR
Persons doing work under the organization’s control shall be aware of 7£ 20 2% F TAERIA
[ZINA= 2k
a) the quality policy; i & 5 1
b) relevant quality objectives #H <)) & H bx

c) their contribution to the effectiveness of the quality management system, including the
benefits of improved quality performance, and At fi T 5 & 55 BEAR 226 201 I DTHR  ALHE ek
SR AR AL
d) the implications of not conforming with the quality management system requirements. i &5

JiEAE AR R ORI A 2R

7.4 Communication Y438
The organization shall determine the need for internal and external communications relevant to
the quality management system including: 20 2% S ff 5 5 o 585 B4 28 AH DI P9 SR R0 A1 3674
K, .
a) on what it will communicate; 743 ] P 2%
b) when to communicate, and 438 i AL

c) with whom to communicate. V)3 ) % %

7.5 Documented information F& B SCA- K4S 1B,
7.5.1 General &

10
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The organization’s quality management system shall include £ 2 () 57 £ A& 2 N A 455«

a) documented information required by this International Standard; A5 v it B2 5K (1) S5 B
b) documented information determined by the organization as being necessary for the
effectiveness of the quality management system;ZH 2 5 (1) B (R T B HLAA R A R0 AT
JT it BT BRSO 15 2

V¥ The extent of documented information for a quality management system can differ from one organization
to another due to /A~ [F]ZH 23 1) i & B HAA R SCH I 2 /0 S5 PR IS RR BE T LA IE], BRI

a) the size of organization and its type of activities, processes, preducts goods and services; ZHZA I FUAR . 1%
HEM, IR R RSS

b) the complexity of processes and their interactions, and i3 F2 A FAH B/ FH 0 & 44 F2 1

¢) the competence of persons A i1 [1E /7 -

7.5.2 Creating and updating & 1) 1 58 5t

When creating and updating documented information the organization shall ensure

appropriate 754 Hl| A1 F SR, R RIE 2 1):

a) identification and description (e.g. a title, date, author, or reference number); 45 1: A1t B4
Biltn: Fri. B, 1E#H. REHW55)

b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);#%
Biltn: 65 WA, Bl Mgy (. 405, oD

c) review and approval for suitability and adequacy. ¥ It i DA 38 B A 78 201

7.5.3 Control of documented Information 3C44-$5#]

Documented information required by the quality management system and by this International
Standard shall be controlled to ensure: /i &5 BEAK 8 AA R AE T EL R 1 BT 1S BN
BEAT R, ARRLR:

a) it is available and suitable for use, where and when it is needed, and 5 & 4137 T RE 3k
A3 R S

b) it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

AR TR RS, IR R ki

For the control of documented information, the organization shall address the following
activities, as applicable & FHI, 4N LA SO 17E 30 :

a) distribution, access, retrieval and use, %%« Vil [\, f

b) storage and preservation, including preservation of legibility; /77~ &3, EHELRFFIE T
c) control of changes (e.g. version control), and B8 gzl (e fARTE D

d) retention and disposition. {4 B fl1 4k & .

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 controlled ZH 23 Firfif (1) 5 K FIE A7 o 52 /8 AR 3R BT 75 R A0SR ST L R
(CENACIEIE LR

7 : Access implies a decision regarding the permission to view the documented information only, or the
permission and authority to view and change the documented information, etc. “1/7 7] F8 X £5 31| 2% ) SCAF

11
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FIVFRT, BRI B AE Ot .

8 Operation 3&4T
8.1 Operational planning and control 3z47 SRR A% 1
The organization shall plan, implement and control the processes needed to meet requirements
and to implement the actions determined in 6.1, by ZHZ3 87 5 X1 o St A2 i 39 2 SR AN AR AE
1 SRHAE TS T 7 R, L
a) establlshlng criteria for the processes 7. il FEHE N ;
b) implementing control of the processes in accordance with the criteria, and 4% I Z2 >R s it
PR 5
c) keeping documented information to the extent necessary to have confidence that the processes
have been carried out as planned. R #5778 73 I SCHH(E B, DARRAS I R 4% SR RIS oK St

The organization shall control planned changes and review the consequences of unintended
changes taking action to mitigate any adverse effects, as necessary. 412w #% il %1 (A8 5,
WM AETHA AR SR ) 5 R, 0 B SR B i R AT A AN RS2

The organization shall ensure that eutseurced—processes—are the operation of a function or
process of the organization by an external provider is controlled (see 8.4).ZH 23 i {5 i #h &Rt

J5 WA RE B RS B ] (I 8.4).

v : Operation of a function or process of the organization by an external provider is often referred to as

outsourcing.. 2 23 1) 5 T AR B8 Bk B2 B A A S it 38 o FRAE A A o

8.2 Determination of market needs and interactions with customers T 3% & 3K B & A0 25 V4
yii:1
8.2.1 General &

The organization shall implement a process for interacting with customers to determine their
requirements relating to goods and services. 25 £ 5. 512 it 5 B 2 V4] 38 Pt 75 (Rt 2 UG e L ot
P AR 55 ) EE K

7 1: A “customer” means an existing or potential customer “JBil %" $5 24 RiJ 1) B VB £E H) o 2% 5

7 2: The organization can interact with other relevant interested parties to determine additional requirements
for goods and services (see 4.2).Z4HZ{RT 5 HLAtAH 5 T7 VA 38 AR € ) 7 il MR 55 FRO B N2k (IR
4.2,

8.2.2 Determination of requirements related to the goods and services 57= MR 55 R ER
I E

The organization shall determine as applicable i& F i, 4123 Wi e«

a) requirements specified by the customer including the requirements for delivery and
post-delivery activities; il 2 #l & I EER,  AL4E XS AT S AEAT Fa G s i 223K
b) requirements not stated by the customer but necessary for specified or intended use, where

known, B S SR AT AR ELHERE AR P g K0 10 TS0 P i o a0 75 D 20K
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¢) statutory and regulatory requirements applicable to the goods and services, and i& A T 7= i
HIR S5 FRIVAEVE R LK
d) any additional requirements considered necessary by the organization ZH 2 Db 2 [ 4F ]

BEINEK .

VI : Additional requirements can include those arising from relevant interested parties [t 123K 7] €& A

REFRTT I ZK .

8.2.3 Review of requirements related to the goods and services 572 5 IR %A R FIE R PEEH
The organization shall review the requirements related to the goods and services. This review
shall be conducted prior to the organization's commitment to supply goods and services to the
customer (e.g. submission of tenders, acceptance of contracts or orders, acceptance of changes
to contracts or orders) and shall ensure that N.7F 21 21 i) i & /5 H R4 72 S (PR (s 3258 A
Fo. B2 FET B B A R BT B E SO ZRTEAT, JFRR

a) goods and services requirements are defined and agreed, = i Fl1 AR 55 EL 2R 245 31 58 1A 1%
ﬁﬁl;

b) contract or order requirements differing from those previously expressed are resolved, and 5
PRGBS0 & [F] 5T ) 2R O T il ok

c) the organization is able to meet the defined requirements 212345 fit /7 /& FLE O E R .

Documented information describing the results of the review shall be maintained. ¥ & &5 B /(115

S L ST o

Where the customer does not provide documented statement of their requirements, the

customer requirements shall be confirmed by the organization before acceptance. Bl & % f #&
PETE RSO LK, S ZAE 52 % SR T RG] 2 B SR AT A A

Where requirements for goods and services are changed, the organization shall ensure that
relevant documented information is amended and that relevant personnel are made aware of the
changed requirements #57™= i AR 5% 22 R R AR AR T, AN ORAH OGS BAA RIE M, FF
B ORAH G N A JNTE AR B AR 2K

V¥ :  In some situations a formal review is impractical for each order. Instead the review can cover other relevant
information available to the customer. 7E 3-S5, XA — N FE(T 1E 2 PF 85 0 B A2 S 5B
(1), VERNEATIE, ISR AL A (1A Q1) 7 i S B AT P .

8.2.4 Customer communication JBi 2418

The organization shall determine and implement planned arrangements for communicating with
customers in relation to:ZH 2% LA~ A7 58 77 HIf 1€ F S 5 0 2 38 11 22 4 -

a) goods and services information; ™ i Fl1 AR 5515 & 5

b) enquiries, contracts or order handling, including amendments; il i) . & [F 51T A AIALEE, £
oo HAE G

¢) customer feedback, including customer complaints (see 9.1); i % i, HLIEBIEHL (A,
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9.1 ;
d) the handling of customer property, if applicable, and & FH R, X B 25 4 7= [ A B
e) the specific requirements for contingency actions, where relevant. /i <H , N S it 4 2 2

N,
D
o

8.3 Operational planning process 47 & Xt &

In preparing for the realization of goods and services, the organization shall implement a process
to determine the following, as appropriate 247 it Fl R 55 SCEAE HERS, 202300 i it i 72 DA
AR, & I A4

a) requirements for the goods and services taking into consideration relevant quality objectives;
PR AR SS IR, 25 FE AR B BT H AR

b) actions to identify and address risks related to achieving conformity of goods and services to
requirements; Yl FHNEXS 5 S il R 95196 A2 SR i K B IR AH 5 PRI B

¢) the resources that will be required arising from the requirements for the goods and services %t
X 7 it AR 5 A 8 BRUR IR 75 3K

d) the criteria for the acceptance of goods and services 7= i AT AR 55 ()42 Wi v U]

e) required verification, validation, monitoring, measurement, inspection and test activities
specific to the goods and services /i MR 25 TR IUBGIE . BN HEAR. KB AR 53]
) how the performance data will be established and communicated; and £ 5 54 (17 BORT 4]
iR

g requirements for traceability, preservation, goods and services delivery and post delivery

activities AEMIPE. P2 EBY ENTIR 55 54T K S AT SRR B IR .

The output of this planning process shall be in a form suitable for the organization's operations.

8 ANk AR WA s A A i e

7 1: Documented information specifying the processes of the quality management system (including the
realization of goods and services processes) and the resources to be applied to a specific good and service, project

or contract can be referred to as a quality plan. % N FH F-4F 2 7= i« T H 804 A 1 5 &5 FRAK R ik
T2 CEAE AR S SLBLFE ) FEEIRAE R e 1 ST R 2 N E TR .

7 2: The organization can also apply the requirements given in 8.5 to the development of processes for the
realization of goods and services. 2L It AK; 8.5 FJELR N T 77 il AR 55 SE B FE A %

8.4 Control of external provision of goods and services £t 5z 7= 5 F0 AR 55 Fr 42

8.4.1 General &

The organization shall ensure that externally provided goods and services conform to specified
requirements ZHL 23 L {152 A1k 17 it R AR 5536 A2 B 5 1R 225K

7F: Where the organization has arranged for an external provider to perform a function or process of the
organization it is assumed this will result in the provision of goods, services or both goods and services. >4 20 21

S HE AR AT SEE L IR BE R AR, XA R vk R AN A (B0 RS .
8.4.2 Type and extent of control of external provision #ME AL Rz i 32 i K B FFE
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The type and extent of control applied to the external providers and the externally-provided
processes, goods and services shall be dependent upon X 4Nt 5 Jx FLAER R FE . 7= S AR
25 P42 i AR R T

a) the risks identified and the potential impacts, i 5] (1) JXUS: Az o7 78 50

b) the degree to which the control of an externally provided process is shared between the
organization and the provider, and £ 235 450 T 6 S B et R il (1) 2 AR R B

c) the capability of potential controls J&7E {121 fE /1

The organization shall establish and apply criteria for the evaluation, selection, and re- evaluation
of external providers based on their ability to provide; goods and services in accordance with the
organization's requirements. 2 23 AR A1 B A7 #c AL 2R () EESR B AL 7= S I RE 70, | L AN St
XFANERBE T B VROY SR FRT P O AE T

Documented information describing the results of evaluations shall be maintained. -4/ 45 % 115

ST A
8.4.3 Documented information for external providers $&4E4M A7 i SCHE4E B

Documented information shall be provided to the external provider describing, where
appropriate: @ I, FEHLLE AL TT BT SRS 5N A -

a) the goods and services to be provided or the process to be performed, {3 7= fb A AR 55, BA
ST A

b) the requirements for approval or release of goods and services, procedures, processes or
equipment,?= i RS R S RRAIBE & BT BIALHE R ;

¢) the requirements for competence of personnel, including necessary qualification, A i1 §¢ /1]
BOR, AE LI TR

d) the quality management system requirements, i 275 B {7 2 (1) B3R 5

e) the control and monitoring of the external provider’s performance to be applied by the
organization; 4 2% AL 7 b S 42 i A A s

f) any verification activities that the organization, or its customer, intends to perform at the
external provider’s premises, and ZH £ sl i 2 0L7E (157 B 37 S e (1) 3R VS 30 5

g) the requirements for handling of external provider’s property provided to the organization #
77 i AL 7 B ZH 287 IR s K

The organization shall ensure the adequacy of specified requirements prior to their
communication to the external provider 7t-5 4Nt 77 VAR ET, ZHZR S R BT HLE [ EE R A2 78
7 5iE

The organization shall monitor the performance of external providers. Documented information
describing en the results of monitoring shall be maintained.ZH £33 A4k 5 ()b Gk AT
Mo BOKAEE SRS B BOSCA
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8.5Development of goods and services 7= FI AR E FIF K
8.5.1 Development processes F & T

The organization shall plan and implement processes for the development of goods and services
consistent with the process approach. 2 235k FH i A% 77 12k 3 R A0 S ™ ot AR 55 F R 74
In determining the stages and controls for the development processes, the organization shall take
account of: ZEAf & 7™ it IR S5 T R IR B Az il iy, 4H 2308 2% &«
a) the nature, duration and complexity of the development activities J & 3G 3h 45 . . &
PN
b) customer, statutory and regulatory requirements specifying particular process stages or
controls, B 2 A RIS 4 5 o 2 1 B sl 2 ) ) 5K
c) requirements specified by the organization as essential for the specific type of goods and
services being developed ZH 23 7 F14RE 2 28 1 7= db R AR 45 1 B K
d) standards or codes of practice that the organization has committed to implement, 2H 23 7k i 1
S bR AE AT AR
e) the determined risks and opportunities associated with the development activities with
respect to £1XJ LA A3 B0 B i e I AE O RS TS -

1) the nature of the goods and services to be developed and potential consequences of failure
TER I AR R, DA R IS E 5 2R

2) the level of control expected of the development process by customers and other relevant
interested parties, and Ji 2 Fl H At AH 5 5 5% Ak B T EE (1) 45 I R P

3) the potential impact on the organization’s ability to consistently meet customer
requirements and enhance customer satisfaction. X ZH 2R 52 [T A2 5 5 T2 S R 48 5 i 725k 7
FRYRE 0 7 7E 5 R
f) internal and external resource needs for the development of goods and services 7= & Fl il 55
KTt A AT A1 B
g) the need for clarity with respect to the responsibilities and authorities of the individuals and
parties involved in the development process F i F2 HH N G2 AT AN /N 2HL TR B ATAR PR
h) the need for the management of the interfaces between individuals and parties involved in the
development task or opportunity, Z: INF A& i 2 I\ 53R AN /N2 ) 42 11380 B 1) 75 3R
i) the need for involvement of customer groups and user groups in the development process and
their interface with management of the development process, % il 2 Al {d Fl & 2 571 K 1G5
R B D B
j) the necessary documented information on the application of development processes, the
outputs and their suitability, and JFRIIFE. it K& HE B M BT 5 T AR A4S B
k) the activities needed to transfer from development to production or service provision ¥4 &

AL R R IR S5 AR T 75 RS B
8.5.2Development controls FF & #&l

The controls applied to the development process shall ensure that i 1 & ixk F5 42 il 57 fff 15 -

a) the result to be achieved by the development activities is clearly defined F & 7% 3/ 5¢ Al 1145
RT3 WA E

b) inputs are defined to a level sufficient for the development activities being undertaken and do
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not give rise to ambiguity, conflict or lack of clarity, ¥ &% N\ B 76 43 F i e G ig w ] o o
ANEE:

c) outputs are in a form suitable for subsequent use for production of goods and provision of
services and related monitoring and measurement, 7 & %t 7 20N A 5 827 S AL 7= R
ARttt DASAH S AR I &

d) problems and issues arising during the development process are resolved or otherwise
managed before committing to further development work or setting priorities for that work, 7 i3t
AT TARHT, TR AR i ) A B i ch e BT, sl AL S b 3

e) the planned development processes have been followed, the outputs are consistent with the
inputs and the objective of the development activity has been met, 51 i & o 7245 2] S
TER 5 6 2 A AR ZKR, Sl 7 IR RIS SN H A5

f) goods produced or services provided as a consequence of the development undertaken are fit
for purpose, and %I & 45 F AR 17 i R ARk P R 5516 A2 156 FH 3K

g) appropriate change control and configuration management is maintained throughout the
development of goods and services and any subsequent modifications to goods and services 7 %

AN S AR SS H I R K Ja AT AR 7= b AR B D R, DR R IE 224 1 B s o AN e B A
8.5.3 Development transfer FF & 14t

The organization shall ensure that transfer from development to production or service provision
only takes place when actions outstanding or arising from development have been completed or
are otherwise managed such that there is no adverse impact on the organization’s ability to
consistently meet customer requirements, statutory or regulatory requirements, or to enhance
customer satisfaction ZHZ3AN R TF R e A A= it A P R IR S5 448k, BRAETF RIE 3l AR 56 U
HR A 2 58 R AR B T, A0 H SR E M s« A SR A i
JE2 T A PRV RE 36 AN RS

8.6Production of goods and provision of services 7= & 4= 7= 1 iR &5 34E
8.6.1Control of production of goods and provision of services =i 4 F= 1 iR 45 S i 321

he organization shall implement production of goods and provision of services under controlled
conditions. Controlled conditions shall include, as applicable:ZH 215 7F 52 4% 4 A R #EAT 77 A=
PRSI SEHRT, SR

a) the availability of documented information that describes the characteristics of the goods and
services; 3R 1G AR 7 fi AIR S5 4 1R R SCAFAE B

b) the implementation of controls 12 ] ) Sz i

¢) the availability of documented information that describes the activities to be performed and
the results achieved, as necessary; B}, SR1G I TG N ) SL it f2 45 B SO E B

d) the use of suitable equipment;fd F & B 1) % %%

e) the availability, implementation and use of monitoring and measuring devices; $£15 . Skt Fl1#
JFE S e A

f) the competence of personnel or their qualification A 5 [ g /7 80 ¥ #%

g) the validation and approval, and periodic revalidation, of any process for production of goods
and provision of services where the resulting output cannot be verified by subsequent
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monitoring or measurement. >4 it 2 1y H A B HH S 25 00 Mo IR0 B USSR UE I, AT AT IX A
(7= AR P A AR SR A AR AT BN . EHERT BRI

h) the implementation of goods and services release, delivery and post-delivery activities; an =
A AR S5 FRITBAT < SR RIS AT i 3 2l 5

i) prevention of nonconformity due to human error, such as unintentional mistakes and
intentional rule violations A 4R (Ankiz. Ex) SFEINAFFE T

v : Validation demonstrates the ability of these processes to achieve planned results through I DL A
T BAIE S 1% e o R S AT 2R ) 1 45 SR R

a) definition of criteria for review and approval of the processes 1 F2 1 5 Rk 4E (1 7HE I (16 78

b) approval of equipment and qualification of personnel 1 & FITA FT FITN 02 FE 4% 1 %5 E

C) use of specific methods and procedures; and 4 i€ ) /5 122 FRE 3> A £

d) definition of requirements for documented information {415 J&. 1) 75 =K i1 &

8.6.2 Identification and traceability Az PR A1 AT 18 3 i

Where appropriate, the organization shall identify process outputs by suitable means & 24, 2
S AT A B 7 VR A

The organization shall identify the status of process outputs with respect to monitoring and
measurement requirements throughout realization of goods and services.ZH 2N 7 7= fi SEEIL )
Ad R, A AR R R R RS

Where traceability is a requirement, the organization shall control the unique identification of the
process outputs, and maintain it as documented information 7£ 4 FJ B IE E R 174, HLR
P S A ME—PERR IR, IR ORI O AR B .

v : Process outputs are the results of any activities which are ready for delivery to the customer (external or
internal) or become the inputs to the next process. They can include products, services, intermediate parts,

components, etc I FEHTH RATAESI IR, BRAATABE IR N ERED 8fERN T —
IR . AR AREE S RS PR SR

8.6.3 Property belonging to customers or external providers JBiZ BLSMEB 4L 5 1) 4 7=

The organization shall exercise care with property belonging to the customer or external
providers while it is under the organization's control or being used by the organization. The
organization shall identify, verify, protect and safeguard the customer or external provider’s

property provided for use or incorporation into the goods and services.

IR 5% AR AL SR ) T B s AN BT 0 7 AN BHIE . PRy AN ZE
P LA P A B i AR 55— R 2 OB . AN T

If any property of the customer or external provider is lost, damaged or otherwise found to be

18

1S09001 2015 www . seatone.cn 400-675-8617



unsuitable for use, the organization shall report this to the customer or external provider and
maintain documented information. Wi B . AT W = ke A e R B BN IE 1)
TG0, AN B AMEEL IR, JRRRESCHE R .

7F: Property belonging to customer or external providers can include intellectual property and confidential or

personal data. %%« AMAE T WP AT AR AL AR ) ERA AN IAE B .
8.6.4 Preservation of goods and services = B4

The organization shall ensure preservation of goods and services, including any process outputs,
during processing and delivery to the intended destination in order to maintain conformity to
requirements. Preservation shall also apply to process outputs that constitutes parts of the goods
or any physical process output that is needed for the provision of the service 7 4b ¥ i F2 H F1AE
5 B T0E b I, ZHZAREBF PR 7 AR 2% CELFRARAT AR i D SR AR 4, DAREFFT
HER. B WNIE R T SRR RS ST T AT TR R

VI : Preservation can include identification, handling, packaging, storage and protection. 5 37" ] G $E 7 - |

Woza. wX. WAAERRY.
8.6.5 Post delivery activities 224} & KI7&3h

Where applicable, the organization shall determine and meet requirements for post delivery
activities associated with the nature and intended lifetime of the goods and services.i& F i, 4H

S NLEA S N AL 55 7 i RE R 2 i P YIRS A S s Bl K

The extent of post delivery activities that are required shall take account of 7= i 32 £ & F3 211
EFrE

a) the risks associated with the goods and services, ™ it A1 il 55 FH 5 1 XU

b) customer feedback, and Jiji%s 5 i

c) statutory and regulatory requirements 2 Iy 31 R

7F: Post-delivery activities can include, for example, actions under warranty provisions, contractual obligations
such as maintenance services, and supplementary services such as recycling or final disposal 32 {+} J& V& 5/ ] A4,

B OR AT TROTE I S RPUE RO4ES IS5 BEINARSS (el el &b E D) 45,

8.6.6 Control of changes 2% 5 ##

The organization shall undertake change in a planned and systematic manner, taking account of
the review of the potential consequences of changes (see 6.3) and taking action as necessary, to
ensure the integrity of goods and services are maintained. 41 2% N A 1 ¥ F0 R G5 ik 47 AR B
% RN AR B RV JE R BEAT VAN, SR EE AT, DA R ah AR 55 e B 1

Documented information describing the results of the review of changes, the personnel
authorizing the change and any necessary actions shall be maintained. N 4445 B[ PEA 45 5 . 48
SRR AE AN 0 L HE Tt PR A5 BT ST
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8.7 Release of goods and services = i A1 IR 55 ) AT

The organization shall implement the planned activities at appropriate stages to verify that goods
and services requirements have been met (see 8.3). Evidence of conformity with the acceptance
criteria shall be maintained.ZH 23 R 3% SR 22 HE, 7R3 24 1B BEIS UE 7= i A IR 55 72 750 f2 22
Ko REEHRUSCHE N RS BT BAORFE o

The release of goods and services to the customer shall not proceed until the planned
arrangements for verification of conformity have been satisfactorily completed, unless otherwise
approved by a relevant authority and, where applicable, by the customer. Documented
information shall indicate the person(s) authorizing release of goods and services for delivery to
the customer. R AETH R A SRIRAN T2 HOALHE, T8 F 45 2102 i e ite 5 JIZE SR i) 75 5 1
B IE O B 58 S AT, AN R U AT P i RS AT AR SS o BEAE T IS B 48 R AU T
7 i LASE AT A RN 52

8.8Nonconforming goods and services A&7 A1 RS

The organization shall ensure that goods and services which do not conform to requirements are
identified and controlled to prevent their unintended use or delivery that will have a negative
impact on the customer ZH 23R RO AN FF G 22 SR IR 7= it R0 IR 25 45 21 R Az i, BABT 1k He Ak
oS PR A5 FE R 5 AT of o2 3 A R R o

The organization shall take actions (including corrections if needed) appropriate to the nature of
the nonconformity and its effects. This applies also to nonconforming goods and services
detected after delivery of the goods or during the provision of the service.ZH 4N K HU 5 A &%
s (R JoiE o HG 52 M A O R it 7 SN AT 2 1E o Xt F T 7 i S8 A i R IR S5 4 At
PRI A G AL E

When the nonconforming goods and services have been delivered to the customer, the
organization shall also take appropriate correction to assure that customer satisfaction is
achieved 4 AEM% ™ AR ST CACAT 4R %, A 23 B SR BUIE *4 (1) 24 1F DA £ S B 5 35
=7

o

Appropriate corrective actions shall be implemented (see 10.1 N SZjifiid 24 (92 IEH i (L
10.1).

7H: The appropriate actions can include I& >4 11 Jiti 7] G545 :

a) segregation, containment, returning and suspension of provision of goods and services; & 25 il 11
R4 AR R = ot R A R 55 5

b) informing the customer as appropriate; and & 24, I8 A% 5

C) obtaining authorization for repair, regrade, use as it is, release, continuation or re-provision of the service,
acceptance under concession 24X BUHATIRE . FE GREATH . AT IEK RS I a) Bl 33T 2
HEAR S b

When the nonconforming goods and services are corrected it shall be subject to re-verification to
demonstrate conformity to the requirements. 7 A6k i #3212 1E 2 Ji5 N6 B R IEAT BRI,
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PUIESEAF 5 25K

Documented information describing the nature of nonconformities and any subsequent actions
taken, including concessions obtained, shall be maintained A~ & (1 PA K6 J5 BT R H)
AR 15 B R O, AR Tt ER ik .

9 Performance evaluation SRV
9.1 Monitoring, measurement, analysis and evaluation ¥#1. JUE. SHrATEH
9.1.1 General &

The organization shall determine take into consideration the determined risks and opportunities
and shall: 41 23 5 25 2 U o 1) XSS FIMLIE, B
a) determine what needs to be monitored and measured in order to:fifi & M ARLATII & X%, LA
@:

- demonstrate conformity of goods and services to requirements, iiF 527 & AR 55 1435 &1

- evaluate the performance of processes (see 4.4) Wil FEGixk (W, 4.4)

-ensure conformity and effectiveness of the quality management system, and #ifi {7 5 & Bk
RINTTE A B

- evaluate customer satisfaction; and P-4/ Ji 2 2
b) evaluate the performance of external provider(s) (see 8.4) A MR 7 k4 (I 8.4);
c) determine the methods for monitoring, measurement, analysis and evaluation, as applicable,
to ensure valid results i A WE CEHBD . AW AIPHTE, DIRES R Al1T;
d) determine when the monitoring and measuring shall be performed 7 5& I AT & (1B 4L 5
e) determine when the results from monitoring and measurement shall be analysed and
evaluated; and 7 & %o e I AT & 45 BLEAT 70 BT AT (R s AL
f) determine what performance indicators of the quality management system are needed. i 5 fit
0T B AR RGTR P

The organization shall establish processes to ensure that monitoring and measurement can be
carried out and are carried out in a manner that is consistent with the monitoring and
measurement requirements ZH 23R g LIt FE,  DUR OR W IR 23 ) 5 M AR = ) 22 K AH
— B 77 e

The organization shall retain appropriate documented information as evidence of the results 2123

FLORFFIE M SR R, DASRAR 45 R RS .

The organization shall evaluate the gquality performance and the effectiveness of the quality
management system ZH 2R P-4/ 5T B 4 ORI o B EIAA R A A

9.1.2 Customer satisfaction i Z &

The organization shall monitor data relating to customer perceptions of the degree to which
requirements have been met ZH 23 1 WR A %of FL LSR5 2 R B 1 25080 o
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As appropriate, the organization shall obtain data relating to & FH i, ZHZ3N FREX LR 5 1 1%
*E:

a) customer feedback , and Bl % & 15

b) customer views and perceptions of the organization, its processes and its goods and services
Ja 735 o ZEL 2 e e 7 ol R R 45 FR) e L A2

The methods for obtaining and using this data shall be determined. /s fifi i€ 35 HURT ) F i 6 5 s
771

The organization shall evaluate the data obtained to determine opportunities to enhance
customer satisfaction. 21 23S PEAT SR 208, AR e 1Y 5 I 2 e L 2

9.1.3 Analysis and evaluation of data 34 51F4r

The organization shall analyse and evaluate appropriate data arising from monitoring,
measurement (see 9.1.1 and 9.1.2) and other relevant sources. This shall include determination
of applicable methods. HZM 734 VPSR B AR & (0L 9.1.1 F19.1.2) LK HAthAH K
SRS IR B o X A4 38 FH 72 R E

The results of analysis and evaluation shall be used: #3573 FIPEA 1) 45 5 5 T«

a) to determine the suitability, adequacy and effectiveness of the quality management system
e REHARME . Aot ARUE

b) to assure that the goods and services can consistently meet customer requirements i & 7 /it
HIR 55 R AR A2 I 5K

c) to ensure that the operation and control of processes is effective, and ffi i #2175 2Ea 17 M
5

d) to identify improvements within the quality management system 1 5] J5i &4 & £ 1 i bl

£

The results of analysis and evaluation shall be used as an input to the management review. £ #

T M ANV R 45 RN AR D BREPP 6 ORI o

9.2 Internal Audit P B8 #%
The organization shall conduct internal audits at planned intervals to provide information on
whether the quality management system; 25 25 5 4% HE X1 (/) IRF (8] [R]R& 2547 P9 8 e A%, DARR 5 it
HEEEED:
a) conforms to 774

1) the organization’s own requirements for its quality management system; and 2H 23 %} st & %
HAR ZR 2K

2) the requirements of this International Standard; A< FifE [ 2 3k
b) is effectively implemented and maintained 75 FI|75 &4 i St AR £F

The organization shall: 2025 :
a) plan, establish, implement and maintain an audit programme(s), including the frequency,
methods, responsibilities, planning requirements and reporting. The audit programme(s) shall
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take into consideration the quality objectives, the importance of the processes concerned, the
related risks, and the results of previous audits; 5 &Il 37 S A REFF— PN Z AL R,
BFEEH LRI T7iE BRTT SRS AL SRR S s A% 45 R . H % T7 RN I8 i & H
B AHSCIE AR A B . OGRS AT AT B A (1) 45

b) define the audit criteria and scope for each audit; fff 5 45 V< B 4% 7 T A

c) select auditors and conduct audits to ensure objectivity and the impartiality of the audit

process i % G UG £ B A% 1) STt A O B A% I RE R 2 W AN 2 TE

d) ensure that the results of the audits are reported to relevant management for evaluation,

TR E % 45 RIRAT 4 B P ALV o

e) take appropriate  action without undue delay; and A B SR EUE 24 14 it

f) retain documented information as evidence of the implementation of the audit programme and

the audit results. JRFFIZ SR IME B, DASRHEER I 7 58 St Al o 1% 45 SR E 4R

7E: SeelSO 19011 for guidance 7EN¥EFE, 2. 15019011,

9.3 Management review & ¥ FE

Top management shall review the organization's quality management system, at planned
intervals, to ensure its continuing suitability, adequacy, and effectiveness.fx i & H & M 1% 5kl
(R ET [1) PB) R PP o o AR R, AR ORICHFEE I e v . 8 A 251k

Management review shall be planned and carried out, taking into account the changing business
environment and in alignment with the strategic direction of the organization. & H 1 5 5% %I Al 52

TR, N AR A LIRS, I 5 GRS 7 [ R R B

The management review shall include consideration of: & Hi ¥ 8 % F& L K 51 -
a) the status of actions from previous management reviews; L1355 #LF 8 1) R B it
b) changes in external and internal issues that are relevant to the quality management system; 5
Jo7 B BRAKR F AT R I A0 R P S 7 A B
¢) information on the performance of the quality management system, including trends and
indicators for it & & HAK RGUAE S, AFE LR J7 I R ATy
1) nonconformities and corrective actions; N4 &5 21 1E 5 it
2) monitoring and measurement results; 4% A1 & 45
3) audit results & #% 4%
4) customer feedback; i % 5 15
5) supplier and external provider issues; and #M i 7
6) process performance and product conformity; it F2 G R0R= fi FIAF A 1t
d) opportunities for centinual improvement ¢4 ek (ML &

The outputs of the management review shall include decisions related to: & H3¥- 8 14 H N6 55
DA AH SR R E «

a)-continual improvement opportunities, and #F 425t AL 2

b) any need for changes to the quality management system i Jif £ & ¥ A& 2245 8 (1) 7 3K

The organization shall retain documented information as evidence of the results of management
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reviews including actions taken ZH 2R S LR FF I SO IS 2, DAER AL BT 5 1R 45 R SR U
Jiti PR3

10-Ceontinual improvement gt
10.1 Nonconformity and corrective action A& 52 IE#E i
When a nonconformity occurs, the organization shall: K = ANFF & B, LN
a) react to the nonconformity, and as applicable 1 H W5, & 246
1) take action to control and correct it; and 5% jiti 43 Hil A2 IEANSF &
2) deal with the consequences; &b BEANSF & i ;1) Ja 5
b) evaluate the need for action to eliminate the causes of the nonconformity, in order that it does
not recur or occur elsewhere, by PEUTVHBR AT G J5 R 48 It 1) 75 3K, I8 SR HL DL R RSt 1
ANFF G PR A B A X A
1) reviewing the nonconformity; -5 A &F &
2) determining the causes of the nonconformity, and #5& N5 & 1 5 [
3) determining if similar nonconformities exist, or could potentially occur;ffi & FAUAFF & =2
MAEAE, BT RETEERAE
¢) implement any action needed; S iti fIt 7 (1945 it
d) review the effectiveness of any corrective action taken; and 3-8 AT i HR 24 1E 55 Jiti i 2ok
e) make changes to the quality management system, if necessary. i Jii &7 B {4 2 #E47 % B &

Corrective actions shall be appropriate to the effects of the nonconformities encountered {2y i
it IV 5 P 3] PR AN FR) S ) 2 A Y

The organization shall retain documented information as evidence of ZH 43K LA T 15 B ST
14::

a) the nature of the nonconformities and any subsequent actions taken; and AS7F& 1)1 i A B
J& R it

b) the results of any corrective action 24 1F £ Jiti 1) 44

10.2 Improvement it
The organization shall centintally improve the suitability, adequacy and effectiveness of the
quality management system. ZH 23 15 45 50t o7 BB BRAA R E v . AR AR R

The organization shall improve the quality management system, processes and goods and
services, as appropriate, through responding to:id X4, ZHZ3RCiE I DL 75 i ciodh H ot 2 7 3
R IR =R

a) results of analysis of data; 3 73 Hr (1) 45

b) changes in the context of the organization; ZH £ 45 5 ;

c) changes in identified risk (see 6.1); and P51 [ KU AT (I 6.1);

d) new opportunities ¥ HIHLIE;

The organization shall evaluate, prioritise and determine the improvement to be implemented i
GINIPEAT S B E MRS TR B R g e S ) 5 i
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