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1. Scope Ji[
This International Standard specifies requirements for a quality management system where
an organization Kb NA NI RIHLME T =S A REK:

a) needs to demonstrate its ability to consistently provide goods and services that meet
customer and applicable statutory and regulatory requirements, and 75 ZiiF sz H B £ HiiE
R A2 0T 2 22 SRR 2 A3 R A SR AR 7 it R IR 55 FE)

b) aims to enhance customer satisfaction through the effective application of the system,
including processes for eentingal improvement of the system and the assurance of conformity to
customer and applicable statutory and regulatory requirements i i 4 & [K11K) 75 20, ARG A
RFFEELGH AR RE, DL ARIERF & 2 S F VR SR, 5 70 i 2 3

7 1: In this International Standard, the term “product” only applies to fEAbrifE—1, Rig“r=
a0 T
a) goods and services intended for, or required by, a customer, and TR H {25 1% B4 i
JIT LK A 7 i A IR 55 5

b) any intended output resulting from the operational processes iz 4T i F& 7 4= (AT ] 75
A4 o

JE 2: Statutory and regulatory requirements can be expressed as legal requirements 23 5 2

SRATHRAE 92 08 B

2 Normative references I 5| F X4

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 " %1 SCAE 1) 2% ki i AS bR v (1)
ST AR EE R S5k o Lyt B 51 I SCfE, A S I RIRCASE o FLR AN H 3T
SR, HERg (IR EMEIT) &M T AR,

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

GB/T19000-2015 Jiii s B FIA R FEREFIARIE
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3 Term and definitions RiEFE X
For the purposes of this document, the terms and definitions given in ISO 9000 apply 245
K H GB/T19000 1 FT s SL AR TE FlE o

4 Context of the organization ZH 2R S HF1E
4.1 Understanding the organization and its context FEfRH R R LT R

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 2HZ3 BiAf & SN N FIREE SRR B KBS T IR <. 52N
JoT B ELAAR R SN TR 25 SR I RE T 1 $ 55

The organization shall update such determinations when needed 7522}, #12H v 56 Hix £k

When determining relevant external and internal issues, the organization shall consider
those arising from: 7EMfi i IX LS HH 2 1 AN 70 S B, 2H 2R N5 RE LR T 18 -
a) changes and trends which can have an impact on the objectives of the organization 7] Gg X} ZH
2 H bt R AR BRI
b) relationships with, and perceptions and values of relevant interested parties 541577 o0 &,
CASAE T B (B
c) governance issues, strategic priorities, internal policies and commitments; and ZH 21 FH . K #%
e A EIBCR A
d) resource availability and priorities and technological change Zti FIFRAAIL Sefitdh . HARAR
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 /M3 EE, T LAE &R, HR, 4. b, 4+t
o ZFFMAAAET I, NMERER. FZ. X a4,

7¥ 2: When understanding the internal context the organization could consider those related to
perceptions, values and culture of the organization. 4 #3R 35, W] DLAL 2R HE & L B RN ST AL
4.2 Understanding the needs and expectations of interested parties FEfREFI S TT B = R AMHAE
The organization shall determine 2H 2N fff % -
a) the interested parties that are relevant to the quality management system, and 5 Jfi &5 FRAA
A KHAHITT
b) the requirements of these interested parties #H3< 77 F) 3K

The organization shall update such determinations in order to understand and anticipate
needs or expectations affecting customer requirements and customer satisfaction 2H 23 W 5 5 DA
BRI, DU T AR AN 2 S N AT SRR B e S ) i SR A

The organization shall consider the following relevant interested parties ZH 23w 2% F& LR #H
KT
a) direct customers EL$%Ji%
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b) end users fx £ i &%

c) suppliers, distributors, retailers or others involved in the supply chain N &% 97 L7, 234
d) regulators; and 3. iEHLA4

e) any other relevant interested parties 2 At

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

innovation opportunities M 4 HiJ F4 AN TR AR 75 SR AT B AN L2 IR0 o

4.3 Determining the scope of the quality management system i & JE &5 A R KL H

The organization shall determine the boundaries and applicability of the quality management
system to establish its scope 2R V. Fi 72 i B HAA RIS AN,  Pfie Ko

When determining this scope, the organization shall consider {E i & Jii & & FAA R o I, 14
N7 & -

a) the external and internal issues referred to in 4.1, and #3ifE 4.1 ZeEX R &3] 1 A AN
H

b) the requirements referred to in 4.2 biE 4.2 27K 1B R

The scope shall be stated in terms of goods and services, the main processes to deliver them and
the sites of the organization included Jii & & FRAA 2 1) 70 B W 45048 920 2R B0 35 1 7= i IR 45
FE LA 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. & Jii & & K R 1
VO FRIINE, SO ANIE FH AR SRR, ARG o 2 5 B 2R 100 N S G35 R T RS o IR S AX R T
PRESS 7.1, 4 F1 8 FCTY, FLANGEM L ZUR OR 7™ it R 256 A 2B SKROMT Bt 2 35 2 Y 6 ) F B4
I FEAMI A IE 2 B

F: An external provider can be a supplier or a sister organization (such as a headquarters or alternate site

| = Waran

location) that is outside of the organization’s quality management system.ﬁf%ﬂ{ﬁﬂ%ﬂu%éﬂéﬂfﬁi B
PR R 2 AL TT B 2R 4 21
The scope shall be available as documented information Jii f: 45 P FE AR 22 Y I N TR B £F

4.4 Quality management system Jfi 5 Bk &

4.4.1 General 2N

The organization shall establish, implement, maintain and ecentinugHy improve a quality
management system, including the processes needed and their interactions, in accordance with
the requirements of this International Standard. 20 25 N 4% A by b R ER s ST R E s FA R . i
FE R HAREAR R, INCASEREAIERYE, FFRPEEt.

4.4.2 Process approach &5

The organization shall apply a process approach to its quality management system. The

Yt IE AT IEAE#] www. seatone. cn



organization shall: L ZAN Gt A2 T VAN TS AR R . 226

a) determine the processes needed for the quality management system and their application
throughout the organization;fifi 7€ i & & FLAA R T 75 BT FE A HAEREAN 2H 25 A 1 S

b) determine the inputs required and the outputs expected from each process; i i& &/ i 2 Fr
T AR N RT3 EE A

c) determine the sequence and interaction of these processes;Hf i iX L83 F4 11 NI 7 FIAH H.AF
H;

d) determine the risks to conformity of goods and services and customer satisfaction if
unintended outputs are delivered or process interaction is ineffective;#fi & =& JE T A A %
BT R RSO s IR 55 R B s R T 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 & it 7 FIHEN] . 5
ey M RAR RIS br, DA (R L 72 10 Rus 17 fl s s

f) determine the resources and ensure their availability fiffi & F1F& L 77 ;

g) assign responsibilities and authorities for processes }5& BX 57 FIALR 5

h) implement actions necessary to achieve planned results S it i 75 0 15 i UL S0 55 1) R 45 51
i) monitor, analyse and change, if needed, these processes ensuring that they continue to deliver
the intended outputs; and Yl /AriX Eeid e, DAEAR T, DURf CRic FE RSl A2 HHEE 1) 25
R

j) ensure eentinuat improvement of these processes. fffi {4 £F 22 Bk ix S8 ok 2

5 Leadership S S /EH

5.1Leadership and commitment - FAEF 5& %

5.1.1 Leadership and commitment with respect to the quality management system 41X i & &
B RN ER 5&W

Top management shall demonstrate leadership and commitment with respect to the quality
management system by fx (5 BRE S AH AT PA R 77 THAIE S HOGH BRSO S FH 57K
i

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,fifx i
BT E H AR RIENL, FESH LR 7 A R — B

b) ensuring the quality policy is understood and followed within the organization;fiffi &5 & /5 &l
FELH 23PN 15 30 2 ff A0 S it

c) ensuring the integration of the quality management system requirements into the
organization’s business processes; i [ Jid & FEAR R BLR N AL 55 121 5

d) promoting awareness of the process approach;#/2 i #2 77 1 ) =i s

e) ensuring that the resources needed for the quality management system are available; iffi {35 &
B AR R TR SRR

f) communicating the importance of effective quality management and of conforming to the
quality management system requirements and the requirements of goods and services; %1% 3%
) Joi B P A R R o B AR AR L R R A5 SR

g) ensuring that the quality management system achieves its intended ewteomes outputs; i)
B PR 28 S U )

h) engaging, directing and supporting persons to contribute to the effectiveness of the quality
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management system W 2K, $5-3MISCHF 3 T2 5 00 o B4 PR AA 8 108 380 A R HE Dk

i) promoting eentinual improvement and  innovation; and 3 5 F 45 P53 R A1 35

j) supporting other relevant management roles to demonstrate their leadership as it applies to
their areas of responsibility. > ¢ H-Ath 7 R 22 7 HL 47 53 i) T0IE S A0 R E A o

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

XU SR A A S A

Top management shall demonstrate leadership and commitment with respect to customer focus
by ensuring that &% & ## BLE I LA 7T, R SEHER R DLUBUA A e 2 R 1 40 4 FH A 2K
7o

a) the risks which can affect conformity of goods and services and customer satisfaction are
identified and addressed; A BEFZMA 7= i AR S5 G B0 2503 A ) XU A 21033 1) RS2 5

b) customer requirements are determined and met; /i &2 3R 75 S 52 A5 A2 ;

c) the focus on consistently providing goods and services that meet customer and applicable
statutory and regulatory requirements is maintained; {£f57 LA fa 52 SR AL 13 A2 072 FUAR DGV 2 R
(7= i AR 25 A R

d) the focus on enhancing customer satisfaction is maintained; {&{5r DA 1 56 Bl 24 i = A £ 5

VE: 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. AR A [ “M. 557 1] UL V2 Hu B A7 st 2H
ZUFAER H IR B ZAES) .

5.2Quality policy i &7 %t

Top management shall establish a quality policy that: &g =& PR B € i B 74T, J5E N

a) is appropriate to the purpose of the organization; 5 212 i1 5% B AHIE M ;

b) provides a framework for setting quality objectives; JE it 7 i T H FR AOHELE s

c) includes a commitment to satisfy applicable requirements, and 3% % i /& 18 FH B SR 1) 74Kk
d) includes a commitment to eontinual improvement of the quality management system. 3%}

RSO R EAR R IR .

The quality policy shall: i & J5 %N -

a) be available as documented information; ¥ it SCA4:;

b) be communicated within the organization; {£ 21 23 PN 15 317438 5

c) be available to interested parties, as appropriate; and 3& FIEF, 7 A% )7 AT HREL
d) be reviewed for continuing suitability. 7F #7428 B 1 7 10 75 23F & o

T Quality Management Principles can be used as the basis for the quality policy.fﬁri PR ] AR N R
Ji A

5.3 Organizational roles, responsibilities and authorities LEZRFI1ERT « BR BT RIALFR

Top management shall ensure that the responsibilities and authorities for relevant roles are
assigned and communicated within the organization. iz = & PR M AR AR AIER 5T . L
B 73 20 5 A1V 3
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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: 5 i & PR & N XT 5 & B HAK R 1104 Stk 6
51, FEANE IR T AAN PR LA -

a) ensuring that the quality management system conforms to the requirements of this
International Standard ends: T DR [ & FRA R AT S ANPRE 1) 2K 5

b) ensuring that the processes interact and are delivering their intended outputs;fififr i FEAH H
YERFEr R 46 3

c) reporting on the performance of the quality management system to top management and any
need for improvement, and [7] 5 i B8 4 5 Joit 5 BRAA 2R 10 S RO ART 2t PR 75 2K 5

d) ensuring the promotion of awareness of customer requirements throughout the organization.

A ORAE SN 12 i A P R 1R

6 Planning X))

6.1Actions to address risks and opportunities RS FIHLIE ) R X 15 it

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 FE X JUEF A RE, HALANFEE 4.1 F14.2 1E
K, B E T IR B XU FAA L&, DA

a) assure the quality management system can achieve its intended outcome(s); i 1% J5i & & FLAK
R ER R

b) assure that the organization can consistently achieve conformity of goods and services and
customer satisfaction;ffi R ZHZHRERS i HUS I P il RSS9 2 SR I B2 3 2

c) prevent, or reduce, undesired effects, and T 895 /> E TIHA ) 52 i

d) achieve eentinued improvement. SE ) 4k

The organization shall plan:2H 25 ¥ 5 ] :
a) actions to address these risks and opportunities, and JR5 FIHIE B S 55 i 5
b) how to W11d]
1) integrate and implement the actions into its quality management system processes (see 4.4),
and 7E i 5 7 BA RIE AR AR X L f it (UL 4.4)
2) evaluate the effectiveness of these actions. P iX L8 i it A % M

Any actions taken to address risks and opportunities shall be proportionate to the potential
effects on conformity of goods and services and customer satisfaction. % H AT {a] XU AT AL
S XoF i T A I 5 X 77 i I 95 B A e R T 25 e ) 2 M A 3 Y

T Options to address risks can include for example risk avoidance, risk mitigation or risk acceptance A%

JRRGE L% i e E AR USRI S XU BRI KU 42252 55

6.2Quality objectives and planning to achieve them Ji B B #5 & H SLHE K KR
The organization shall establish quality objectives at relevant functions, levels and processes.
The quality objectives shall: AR BIAEARCHRAE . ZRk. IR LS AR BEs. & H R
a) be consistent with the quality policy; 5 5 & J7 §HRHF— 2
b) be relevant to conformity of goods and services and customer satisfaction; 5 7=+ AR 55 HJ

15 Iy E A M GIEEE Al www. seatone. cn



FFA M R i A O
c) be measurable {ifpracticeble): 7] Ml & (AJ{TH})
d) take into account applicable requirements, > &3 FH i B3R
e) be monitored, 53] %
f) be communicated, and 1531|7438
g) be updated as appropriate.id 45 #E4T 5 #T

The organization shall retain documented information on the quality objectives. 2123 N K il &

EREY D BELE

When planning how to achieve its quality objectives, the organization shall determine: 7t 5%l
EFPR SIS, 2N 5E -

a) what will be done;fift 4

b) what resources will be required (see 7.1)FT 75 FI ¥R (W, 7.1);

c) who will be responsible; 51T\ ;

d) when it will be completed, and ¢ & [F) 22 ;

e) how the results will be evaluated. 45 3 U {A/ ¥F4

6.3Planning of changes ZZ 58 K S X

The organization shall determine the needs and opportunities for change to maintain and
improve the performance of the quality management system.2H 2R v i & A8 T (1) 55 SK FbL 2, LA
PR A o7 B BRAKR R BTN

The organization shall undertake change in a planned and systematic manner, identifying risks
and opportunities and reviewing the potential consequences of change. 24N A 1K1 . 7 St thidk
1T, P RS LS, FFrrUr 3 SRR E S5

W Specific requirements on control of changes are included in clause 8.4 B Fs | IRIRF 8 BEORAES 8 5%
FE o

7 Support L FF
7.1Resources ﬁfﬁ
7.1.1 General S

The organization shall determine and provide the resources needed for the establishment,
implementation, maintenance and eentinyed improvement of the quality management system.?H.
ZUNHHE « PRUEOVEESE, SCit, ORISR AN SO T 5 TR R AR (TR R

The organization shall consider 21233 2% & .

a) what are existing internal resources, capabilities and limitations, and LG TR €1~ &

PR
b) which goods and services are to be sourced externally. M B 77 i AR 2%

7.1.2 Infrastructure ZE7l % i

The organization shall determine, provide and maintain the infrastructure necessary for its

TR B A A IESE R www. seatone. cn



operations and to assure conformity of goods and services and customer satisfaction.ZH 2 N 7§
G~ FRMEFNAE S FLISAT PR il JIRSS A5 5 12 R o 205 A5 e 75 E) B 1At

VE: Note Infrastructure can include:%ﬁﬂﬁﬁ@ﬂ@}é:

a) buildings and associated utilities; 5 47) FI1AH I 1) 5 it

b) equipment including hardware and software, and W CEIEA A

c) transportation, communication and information systems.‘@iﬁ’u\ i&iﬁiﬂﬂl% Efﬁz\éﬁ

7.1.3 Process environment i FEIF1E

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 24

BE SRAUAIZES AT A OR ™ o RS A5 & M AU 55 BT 75 (0 T A3 854

7+ Process environment can include physical, social, psychological and environmental factors (such as
temperature, recognition schemes, ergonomics and atmospheric composition).ﬁﬁ%%ﬁﬂ@?ﬁ%ﬁ% N ﬁ:

S OERMRRER R R (Fan. mE. AW AR TR KA.
7.1.4 Monitoring and measuring devices M LRI & %

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. ZH ZA N 5E « SR BEANEY FH T-30A0E = 5t A7 G PR i 75 (00 M LA B 50 4%, IR IR
AR B L A% 6 A A T K

The organization shall retain appropriate documented information as evidence of fitness for
purpose of monitoring and measuring devices.ZH 243 {5735 24 I SCAHE 12, DA At WS 400 A0
AT A FH SR IR

7£ 1: Monitoring and measurement devices can include measuring equipment and assessment methods such

as surveys. WL ULAT I & B2 26 T W FR I B s & ANPRAT ik (Bl A& )

W 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. X7}
UL 221 s s R 3 v P B A 4 42 SRR 5 8 P ] ) B s A P 0 AL A 2 15
FIATRAMER (B A2E

7.1.5 Knowledge 11X

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 2 Wi o2 S BIAAR e AT I RE . LR AT IR A5 1R A P R D i BT 7R
HORIR . X NAF B R AR, R T ENET IR
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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 M X AR I T SR A& AR, LN EEIA KRR, T
AT SRBLL R EZ AR (I 6.3)

7.2Competence RE7]

The organization shall:Z412- v ;

a) determine the necessary competence of person(s) doing work under its control that affects
its quality performance, and #fi5E E 40 2335 T SR 5T SOl TAE BN LB E (1) g
VR

b) ensure that these persons are competent on the basis of appropriate education, training, or
experience; 3 TiE MM E . ERAIELS, Fifrixee N 512 TR

c) where applicable, take actions to acquire the necessary competence, and evaluate the
effectiveness of the actions taken, and 1& Y, KU LASR UL ZHIRE 77, RPN IR L4
it FR) A BT

d) retain appropriate documented information as evidence of competence {377 B A K5
B, PAEAERE ) BIESE .

ey 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.igi >4 B it

s, GIaniR ARl #iS. ERH oS, HRIEA A LS.

7.3Awareness & X

Persons doing work under the organization’s control shall be aware of TE 4L 44E ] F TAERI A
J\r MIET /\@J:

a) the quality policy; |5 & /7 %1

b) relevant quality objectives #H ¢ i & H br

c) their contribution to the effectiveness of the quality management system, including the
benefits oflmproved quality performance, and 1Al 16} Jii B4 BRAK 226 20 fr) oo ik, B 4E B0
RS A

d) the /mpllcat/ons of not conforming with the quality management system requirements. {2

Jo R B R BRI A R

7.4 Communication Y& i@

The organization shall determine the need for internal and external communications relevant to

the quality management system including: 2123 A 12 55 o7 555 B AR 22 AH O I P9 SR A VA
MWK, B

a) on what it will communicate; 7518 ) N %%
b) when to communicate, and VAIB I AL
¢) with whom to communicate. V518 [ %7 %

7.5 Documented information FE 3G HIE B
7.5.1 General 2 U]

10
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The organization’s quality management system shall include #H 23 f) )5 &4 B4R 220 A5 .

a) documented information required by this International Standard; < bR BT 5 K 1) SCHE B
b) documented information determined by the organization as being necessary for the
effectiveness of the quality management system;ZH. 230 & [ B AR5 BB B R A 08 1T
I it BIE OSCAR 1E 2

VF: The extent of documented information for a quality management system can differ from one organization
to another due to /™[R ZH R [ 5 f 0 FRAR R SO I 2 /0 SV ERS AR FE ] AR TR], BT

a) the size of organization and its type of activities, processes, produets goods and services; HZA R . ¥
R, IR AR

b) the complexity of processes and their interactions, and R S A HAE I R AR

C) the competence of persons NV EI<J ﬁ'éjj o

7.5.2 Creating and updating % F1 58 3
When creating and updating documented information the organization shall ensure

appropriate TR I A EHTXAFRS, AL NI IRIE 1

a) identification and description (e.g. a title, date, author, or reference number);¥x 1= 1754
(lan: Fe@t. HEA. PE#. RElW5E)

b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);¥% =
(Blan: B WA B> MgEN (Bl 400, B D

c) review and approval for suitability and adequacy. ¥ 55 FIFLH#E LA (R B A 78 20 1

7.5.3 Control of documented Information A3

Documented information required by the quality management system and by this International
Standard shall be controlled to ensure: i & FRAR 2 R A bR T2 SR [T B SO 1945 2N
BEATFER], AR

a) it is available and suitable for use, where and when it is needed, and 755 S AE 37 A fie 3K
1338 I SCpF

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

AR RS, ABEE . RA, SR

For the control of documented information, the organization shall address the following
activities, as applicable & T, ZHZUN DLR A &) -

a) distribution, access, retrieval and use, 73 /%~ Vilal. [E. #H;

b) storage and preservation, including preservation of legibility, FE i~ 1R3F, GLFELRFRZ M
¢) control of changes (e.g. version control), and FECC RIS (e fRASTEF]D;

d) retention and disposition. {58 14L& .

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 A 2 AT 5E 1 SR RIANIZ 47 I =589 FRAK 2 T 75 FO A0 SR S I A AR
(CESIIPSIFIEES I

T+ 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. “Vi In]” 8N 15 21 & %] S04

11

Ty IR A ISR R]  www. seatone. cn



MIVFRT, BIRBCE BAME SO

8 Operation IB1T
8.1 Operational planning and control 3BAT K RIFIF2 1]
The organization shall plan, implement and control the processes needed to meet requirements
and to implement the actions determined in 6.1, by 12N SRR« STt AN 1] 3 2 ELSR AN bR v
6.1 SEAHE IR PTHR AE AR, .
a) establishing criteria for the processes % 3733 F #EN] ;
b) implementing control of the processes in accordance with the criteria, and % |5 3K St it
PR
c) keeping documented information to the extent necessary to have confidence that the processes

have been carried out as planned. fREFFE 77 1 SCAHAF E, DA 1o RE 42 5 Rl ) 22 5K 2 o

The organization shall control planned changes and review the consequences of unintended
changes, taking action to mitigate any adverse effects, as necessary. 2HZR 4% il 1% 1) A5 0,

P AETTAM AR B (Y 5 5, b B SR TR 2 A o) A R s

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).2H 23 Nt AN i
77 St P R e B FE A 24 ] (L 8.4).

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

outsourcing.. ZH 2R ) ZE TR 8 50k R B A0 A SE 38 5 FR7E A 7M.

8.2 Determination of market needs and interactions with customers T35 55 3K K7 € A B & 74
pi:]
8.2.1 General &1

The organization shall implement a process for interacting with customers to determine their
requirements relating to goods and services.ZH 23 i 52 it -5 00 7 74 18 Bl 75 B0 R, DABf o Joi 2 X6t
P b RIS I R

7 1: A “customer” means an existing or potential customer “JIZ" 45 24 Bif [ B LR 1 0 %%

7 2: The organization can interact with other relevant interested parties to determine additional requirements
for goods and services (see 4.2).ZHZR ] 55 HoAtAH 5< 77 74 18 DAA 52 3o 7= il A0 AR 55 B P in sk (L
4.2),

8.2.2 Determination of requirements related to the goods and services 57 MR %A RER
W€

The organization shall determine as applicable & FH I, 412N 7€

a) requirements specified by the customer including the requirements for delivery and
post-delivery activities; Bl e PO ELSR,  ALHE 028 A5 S A4 I v sh R 25K

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

known, i S SR AT AT, (R E R 3k B R ) T P 3 T o 7 O 25K 5
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c) statutory and regulatory requirements applicable to the goods and services, and & H 7~ i
MRS HIERIE N EE K

d) any additional requirements considered necessary by the organization 21 24 1A 90 2 (R4
P INEESK

/35 Additional requirements can include those arising from relevant interested parties Mfﬁﬂgj?ﬂ@/a\ﬂﬂﬁ

R TT S I EER

8.2.3 Review of requirements related to the goods and services 5= FI AR 55 B R PEE
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 N7 2 25 [ B 25 AF SR AL i &8 (e 32325 FR
. B A FRET R L2 G FEOT R E S 2T, R

a) goods and services requirements are defined and agreed, = /i FIl Jl 45 2 5K 115 2130 5@ FHEIK A
—E;

b) contract or order requirements differing from those previously expressed are resolved, and 5
PART IR A —BUR) & R BT SR R & T

¢) the organization is able to meet the defined requirements 20 2375 fit /73 /& & TR SR &

Documented information describing the results of the review shall be maintained. ¥ & 45 B/ {5

SN LA o

Where the customer does not provide documented statement of their requirements, the
customer requirements shall be confirmed by the organization before acceptance. i % % f 2

PRSI ZESR, 2 AR S SR i W 1 25 BEOR BEAT 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 # 7~ i AR5 LR K AEAR TR, LR ORAH GG BAREME S, JF
FORAE I 2 RITE O A 5 () 2K

7+ In some situations a formal review is impractical for each order. Instead the review can cover other relevant
information available to the customer.fE - 2815 LT, K& — 1T HRHAT IE P & 1] GER& A L br
1, AENBATNE, AR BRI B S 1 5 S AT PR

8.2.4 Customer communication B % V48

The organization shall determine and implement planned arrangements for communicating with
customers in relation to: 20 23R 6T LA A5G 77 THI 72 - St -5 00 75 ) 3 1) 224«

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

b) enquiries, contracts or order handling, including amendments; [7]1#f] . & [F] BT BA K AL, £,
FEXTHAB T

¢) customer feedback, including customer complaints (see 9.1); i % Ko, 3% i 204 (I
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9.1) ;

d) the handling of customer property, if applicable, and & FI, b i 2 0 7 F) Ak 74

e) the specific requirements for contingency actions, where relevant flZCH], W2 di it F4F & 2
*o

8.3 Operational planning process 17 F X E

In preparing for the realization of goods and services, the organization shall implement a process
to determine the following, as appropriate A7F= f AR S S B EHE R,  2HL 2N S 1 A2 DLH 58
AT A, & A I AL

a) requirements for the goods and services taking into consideration relevant quality objectives;
P AR S5 I EESK,  FF25 FE ARSI L& H s

b) actions to identify and address risks related to achieving conformity of goods and services to
requirements; 1R 1 AN %ot -5 S B 77 il IR 553 A 2SR P8 % 140 XSG A O R4 i 5

¢) the resources that will be required arising from the requirements for the goods and services &I
X 7 i Al 551 78 BE RN 75 oK

d) the criteria for the acceptance of goods and services 77 i Al I 55 422 S E )

e) required verification, validation, monitoring, measurement, inspection and test activities
specific to the goods and services = i AR5 AT E R FUBRTE . ffA BERR. AE30 A0S0 v 3l
f) how the performance data will be established and communicated; and % %% £l 7% A4
il

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

activities FLIBHIVE P2 ahBIAT S PR AR ST AEAT AT JE T B B R

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

SR B a2 OB T AL i 1

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 pIan.XﬂL&)ﬂ ?%‘I’_E'Fp% ~ Iﬁ H EZ%@E@E‘E %%&}EM@% E/‘Jff_
MBS ARSI ) MR IRAE B e B ST rT R e o vl

F 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 ZA tH [ 8.5 [ E =R MW T 7= i AR 55 S DL A2 I T %

8.4 Control of external provision of goods and services 4ERz 72 5 F AR 55 B2 )
8.4.1 General 2
The organization shall ensure that externally provided goods and services conform to specified

requirements 212 IR OR 5P EZ AL A7 i R AR 551 2 I 2 0 25K

¥ : 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. 29 2H 24

AR ANERBETT St H I RE AT R, XU R B AN A A (ED ARSS .

8.4.2 Type and extent of control of external provision #}E £k Rz f 323 i KR AN FRBE

14
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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 #aB A 77 Kz FLAL N fa A2 7 il AR
55 )43 | SR BRI FR BE I o T

a) the risks identified and the potential impacts, 15 7 i) XU A L8k 78 521

b) the degree to which the control of an externally provided process is shared between the
organization and the provider, and £ 2R 55 0 7706 A0 R4 B ik 4 il i) o FH R

c) the capability of potential ~controls ¥#&7E 1147 il it /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. 20 ZX W AR S4B it 77 14 AR ZE R S i = b 19 BE 0, S SL AN S
XTI BIVPAN « RN E TR B HE I

Documented information describing the results of evaluations shall be maintained. A/ 45 3 15

SN TR RS SCA:
8.4.3 Documented information for external providers IRAL5M SR AE T I SCH1B B

Documented information shall be provided to the external provider describing, where
appropriate: i H I,  $24L45 /MR AL T T OSSN A

a) the goods and services to be provided or the process to be performed, {37 [t 7= i A AR 55, LA
SRR

b) the requirements for approval or release of goods and services, procedures, processes or
equipment,;F= i RS FEFE. IERRANG A BB T BRE R R

c) the requirements for competence of personnel, including necessary qualification, \ i G 777
ZOR, BEDER B,

d) the quality management system requirements, Jii f /& HAA 2 1R

e) the control and monitoring of the external provider’s performance to be applied by the
organization; ZH 2% 17 b 23 A4 6 AL AL

f) any verification activities that the organization, or its customer, intends to perform at the
external provider’s premises, and 2 2R Bl H i FUL7E A4t 77 B 37 STt R S0IE v B0

g) the requirements for handling of external provider’s property provided to the organization ¥

77 it SRR BB s 2R

The organization shall ensure the adequacy of specified requirements prior to their
communication to the external provider £ 54N AL TV EFT, 4123 WA PR BT RIUE I ER 2 78
S 5iE .

The organization shall monitor the performance of external providers. Documented information
describing ea the results of monitoring shall be maintained.ZH 2R W X4 4k 5 (1) Mk S5dk 47
Mo NOREHEARSS S HIE BIE RO
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8.5Development of goods and services 7= M AR5 HKIFF K
8.5.1 Development processes Jf K it &

The organization shall plan and implement processes for the development of goods and services
consistent with the process approach.2H 2R )i 5% FH 13 F 77 v25 56l A S it ™= i AR 55 At 72
In determining the stages and controls for the development processes, the organization shall take
account of: LER & 7= i A IR 55 FF K I B AN | iy, ZH 23825 8
a) the nature, duration and complexity of the development activities 7T & IESNIEEME . . &
et
b) customer, statutory and regulatory requirements specifying particular process stages or
controls, il 25 FIF A2 A R 2 Tk R B 42 11 T 0K
c) requirements specified by the organization as essential for the specific type of goods and
services being developed ZH 23 & 1% 2 S RIIF) 77 S A IR 55 11 B B2 3K 5
d) standards or codes of practice that the organization has committed to implement, 2] 23 7 i 1%
ST B AR BT L AE T
e) the determined risks and opportunities associated with the development activities with
respect to £1XF LA~ - & i 211 FT B 8 I AH 9 ARG AT L3R -

1) the nature of the goods and services to be developed and potential consequences of failure
TR B S AR5 BRI, DLA S s A Ja B

2) the level of control expected of the development process by customers and other relevant
interested parties, and JB{ 2 A1 H At AH 5G 7700 o 2 S i) | R T

3) the potential impact on the organization’s ability to consistently meet customer
requirements and enhance customer satisfaction. X 2123 Fa 52 1) A2 JB5 2 T2 SR AT 188 503 oot 20 i 7t
FRY BE /0 BRIVEAE RE M)
f) internal and external resource needs for the development of goods and services 7= ity f1 il 55 FF
R 5 ) N AN AR R T R
g) the need for clarity with respect to the responsibilities and authorities of the individuals and
parties involved in the development process FT /st #2 HH A N 53 AT 85N /)N 2H R 51 AIAL PR
h) the need for the management of the interfaces between individuals and parties involved in the
development task or opportunity, Z I & i 21 RN R8-S /N )42 B ) 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 & Fl4i F 2% 2 57 K& 5 Y
o A% LV R
j) the necessary documented information on the application of development processes, the
outputs and their suitability, and JFARIEFE . FrH K HE FYE AT 75 I 48 11045 B
k) the activities needed to transfer from development to production or service provision ¥ JF A&

A = R IR S5 PR BT T 3 Bl
8.5.2Development controls FF /% #5#

The controls applied to the development process shall ensure that Xt JF A& i R (K145 6l 2 AR -
a) the result to be achieved by the development activities is clearly defined JT /& 1% 5/ 5 5¢ & 1) 45
A5 2 BN

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, 7 A3 AN 78 70 e, B G fids i n) . phos .
ATEHE

c) outputs are in a form suitable for subsequent use for production of goods and provision of
services and related monitoring and measurement, - & i i FO T XN AE T 5 2277 i A 7= F R
Fheft, DASHE O M A AN N A

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, 7E i3t
N2 AR, AR P 1 1] B4 B ok e 3, B HLA S A B

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, 5 kI ) FF- &2 i 245 21 2 it
TER s R N EEK, SEBIL T O ROE B ) H b

f) goods produced or services provided as a consequence of the development undertaken are fit
for purpose, and 1% H & 45 S AE P2 (1 7 S AN SR AR (AT AR 55 3 2 A FH B K

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

ANTE SRR S H R IR S G AT AN = Sl B S b, PRFIE 24 ) B s o AR e 7
8.5.3 Development transfer JF & 184k

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 ZHZUAN NG A R A A= il AR P2 IR S SR 44, B AR T R 3l AR 58 )
o P AR O 48 Se SR AR 2 B, AN x4 R s A I TR R SR K i
T2 6 i ) 0 38 AN RS2

8.6Production of goods and provision of services ;= i 4 = F IR 45 3R it
8.6.1Control of production of goods and provision of services 1= i 4 72 F1 IR 55 $R A1 fy 92 )

he organization shall implement production of goods and provision of services under controlled
conditions. Controlled conditions shall include, as applicable:ZH 2R W 7 52 1% 4644 F k4777 fb AE
PRSP . SEHN, AN AT

a) the availability of documented information that describes the characteristics of the goods and
services; SR 2R 77 it AT IR 45 R P 1) S AHAE

b) the implementation of controls % fill At SZ jita

c) the availability of documented information that describes the activities to be performed and
the results achieved, as necessary; BRI}, FRAGFIR 1H B ) S M 45 B E S B

d) the use of suitable equipment;{i JT1i& B ) 15 %% ;

e) the availability, implementation and use of monitoring and measuring devices; 3753, SZi F1
FH S 3000 R e 34

f) the competence of personnel or their qualification A 51 A HE 77845

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. 3 F£ {4 HE AN RE FH 5 B2 00 S i A0 & hn CABGIER:, SR fr[IX F
7 AR PR IR S5 PR A REREAT A . FHLVEAD PR IR

h) the implementation of goods and services release, delivery and post-delivery activities; an =
At IR S5 HOTBAT A4S RIS A Vi 3 ) SE it

i) prevention of nonconformity due to human error, such as unintentional mistakes and
intentional rule violations A\ AR (InkiR. E5E) SEEARTE R T

V¥ : Validation demonstrates the ability of these processes to achieve planned results through i PA A
I BN IE SR e ik 7 ST A SR R 45 SR ) R

a) definition of criteria for review and approval of the processes TR B RN VR R DU 1) A o

b) approval of equipment and qualification of personnel Lﬁ%ﬁ’\]i}\ﬂﬂl}\ﬁ ﬁ%ﬁﬁ%fé

¢) use of specific methods and procedures; and 4 7€ F) 7 VA FTRE P B 46 FH

d) definition of requirements for documented information XAHE B TR R 2
8.6.2 Identification and traceability 3R F1 0] 38 # £

Where appropriate, the organization shall identify process outputs by suitable means i& 41}, 41
ZANAT & B I 7 v U i R S e

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

measurement requirements throughout realization of goods and services.ZH 23 N 7E 7= 5 SZHL )
At AR, A AN I R SR U I AR 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£74 FJ 18 ¥ I 2R Kig &, HHAN
P i R E—PEAR IR, ORI U S R

7F: 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 S R4 HH AR FNE SN IR, EOR A4 g (OMEH) BRI BRAEDS TR —
MERRRRIA T R AR RS e AR

8.6.3 Property belonging to customers or external providers JBiZ E% /M5 4L 77 I 72

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.

ML Z A EHE R BRI . SMROE 77 . HAN RG] Bk, SR AIZE
PR IHAL ] B R b AR 25— B B L AR HETT I

If any property of the customer or external provider is lost, damaged or otherwise found to be
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unsuitable for use, the organization shall report this to the customer or external provider and
maintain documented information. W A%, AN EETT WP Ak AR =0k PRIRBRUR IRANIE FH T
TG0, AR ST IR, FFORFF SIS B

v Property belonging to customer or external providers can include intellectual property and confidential or

personal data. 2 . AL W= o] G FEF T AL . B I ELRA NI R o
8.6.4 Preservation of goods and services = i B3

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 7EAbFE it F1A8
-3 2 P e Hh s BA ], AH RN AR P i AR S CELFEAT AT RR B D SRt 4, DUMRKERF
HER. B NIEH TP AL RE . RS R AT R PR T f AR .

7 : Preservation can include identification, handling, packaging, storage and protedion.]@??}i‘ﬂ@;?ﬁ*ﬂ—‘iﬂ\

oz, . WAy,
8.6.5 Post delivery activities 32 {1} J5 HITE 3]

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& HI i}, £

ZNLAf RE A R S A RFVE A PRSI N RS2 A e i B K

The extent of post delivery activities that are required shall take account of = {4 A2 £} Ja FOVE 2 W
F I8

a) the risks associated with the goods and services, = it Fl Il 55 AH 5% XU

b) customer feedback, and i % [ 15t

c) statutory and regulatory requirements 7213 FIiEFHE K

VE: 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 X{ﬂ}ﬁ{ﬁi‘j}ﬂ@,

BB WIEORAFAT TROTE I & FIAUE RO4ED IR 55 BEANARSS (liialim &AL ED .

8.6.6 Control of changes 25 5 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. 2023 N A 11 R AN 2 S 34738 5,

% R AR F A Jo R AT VR, SREC LR, AR R S A IR S5 e

Documented information describing the results of the review of changes, the personnel
authorizing the change and any necessary actions shall be maintained./3 #7255 () PEA 45 5 . A8
S R A 00 B A T A5 T O
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8.7 Release of goods and services J= i 1 AR 2% B BAT

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 23R 4% 55 Rl I ek, 7E3E 4 B B B3R IR 7= it A IR 25 A& 75 0 2 2
Ko FFEBSAE IR HE T PLORFF 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. iR JEFF 2 A FEN SIIREAE, & IS A5 2 B2 BOFte e, 35 MIZE SR 7 &1
IOAIE ORI e 2 RiT, AN WA AT P2 S A A R 5% o N AE T SR A B P 48 B BURET
77 i PSS A 45 B BN B o

8.8Nonconforming goods and services A& #& 7= i F1 AR S%

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 CRXT AT G2 R 7= it A0 A 25 45 2R A ATz, AT 1R HAE
TR FA) el FH FH A A 00 85 23 B R R

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 Z{ W KU 5 A& 4%
vty ER 1A 5T R FL S M A I B B A, R RN AT 2 IE . T HIE FH TR B A4 S AR S5 TR ftd
T R I A S I B

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 AGHE MANIRS CAATE I 7e, HEA RN RIUE 9 ) 2 1E DLRA O S E0 o 24
o

Appropriate corrective actions shall be implemented (see 10.1 N SZJfi&E 24 A2 IEH i (UL
10.1).

7¥: The appropriate actions can include J& >4 TR it ] RS

a) segregation, containment, returning and suspension of provision of goods and services;f@ 5. i1k
A [R5 LB N = il AR IR 55+

b) informing the customer as appropriate; and iﬁi—'{lﬁ; @.%H@jg,

C) obtaining authorization for repair, regrade, use as it is, release, continuation or re-provision of the service,
acceptance under concession LFRPOHATIRNE . FRR. SRS BT KRS (A B E B
BEARSS . ik,

When the nonconforming goods and services are corrected it shall be subject to re-verification to
demonstrate conformity to the requirements. 75 A& i 15 31| 2] 1E 2 J5 B H B UG T IALE,
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PAIESEAF 5 EK o

Documented information describing the nature of nonconformities and any subsequent actions
taken, including concessions obtained, shall be maintained AS& k& & 1014 5 DA K Bt IS P S B 1)
FEART S BN B, APt 1k

9 Performance evaluation S35
9.1 Monitoring, measurement, analysis and evaluation Y% WE. ¥ MG
9.1.1 General 2|

The organization shall determine take into consideration the determined risks and opportunities
and shall:Z1 23 N 2 B2 LA s TR AU DAL, e
a) determine what needs to be monitored and measured in order to:fff ;& Wi A A B A4 4, DA
fe

- demonstrate conformity of goods and services to requirements, il 3277 i A AR S O 77 & VE

- evaluate the performance of processes (see 4.4) A FE4 % (I 4.4)

S

-ensure conformity and effectiveness of the quality management system, and fifi {55 B & FE A
RIITFE A R

- evaluate customer satisfaction; and A7) B 2 = J&
b) evaluate the performance of external provider(s) (see 8.4) 34 #hEB AL 7 kS (I 8.4);
¢) determine the methods for monitoring, measurement, analysis and evaluation, as applicable,
to ensure valid results T WAL W GERED AR 7%, AR S5 SR AT 1T
d) determine when the monitoring and measuring shall be performed Hffj 52 W& A1) & FEES AL 5
e) determine when the results from monitoring and measurement shall be analysed and
evaluated; and i % I I FI 5 465 53 AT 23 B FNPPAR RIS AL 5
f) determine what performance indicators of the quality management system are needed.fffi 7€ it

i o R AR R SR b -

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 212N RE,  DURA DR AL AN I 5T 3 5 M AR R 0 B R A
— B AL o

The organization shall retain appropriate documented information as evidence of the results {23

PARFFIE S SCFE S, PR S5 R fIESR .

The organization shall evaluate the quality performance and the effectiveness of the quality
management system 223 NPEAI T & S080R i = EAR R A R0

9.1.2 Customer satisfaction B Zip =

The organization shall monitor data relating to customer perceptions of the degree to which
requirements have been met 2H 2 1 AR I 2 ) JH: 2 s e 1 B 1 208
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As appropriate, the organization shall obtain data relating to i@ i, ZHZR W3KEL LA 77 1H 9 2
P

a) customer feedback , and i % 51

b) customer views and perceptions of the organization, its processes and its goods and services

BT 2 23 B 7 il A i 55 P i DL AR 32

The methods for obtaining and using this data shall be determined. s fifi & R BURI Rl F X to 545
W%

The organization shall evaluate the data obtained to determine opportunities to enhance

customer satisfaction. 2L Z3 S VP SREL P E S, DL e 1 s o v i (AL 2=
9.1.3 Analysis and evaluation of data $(3E 47 51EM

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. ZHZN 347 PR R B WALAIIINE (UL 9.1.1 F19.1.2) BAKHAthAH %
SR E A E TG o X5 & F 7RO E o

The results of analysis and evaluation shall be used: (& 43 1 FIE A 25 B v T

a) to determine the suitability, adequacy and effectiveness of the quality management system
i RS PR REE B, e, BRUE

b) to assure that the goods and services can consistently meet customer requirements ffi {7~ i
IR S5 e A7 B3 2 Jii 25 B2 5K

¢) to ensure that the operation and control of processes is effective, and ffi{fi F )4 BEZ 1T 1
il

d) to identify improvements within the quality management system 13 1) Jii 5 & FRAA £ B S5GH AL

ES

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

ST AIVEAN (47 R LR O VP (5N

9.2 Internal Audit N8B %

The organization shall conduct internal audits at planned intervals to provide information on
whether the quality management system; 41287 5 11 e 9] 1 i34 7 VA 8 66 2 DA 2 R
EEHRER

a) conforms to 56

Ao

1) the organization’s own requirements for its quality management system; and 2HZR %} i &4

PR R EK
2) the requirements of this International Standard; A~ ARiE H K
b) is effectively implemented and maintained 15545 %4 i) S i AR+

The organization shall: 4123 )% :
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 aqudits; 5 Xl #E37  SEHE AR FF— AN EH TR,
BFEE IR 77 3T SRR AR BRI AR g R A7 RN BB = H
Fry FHICEFE BB SCIR R A DA B AR 45 2R

b) define the audit criteria and scope for each audit; fiffi & 45 1< B A% HIVEE U A0 5

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

process B 1% 51 11156 AN B R 1 SIC i S O o A 2 B 2 M AN 8 TR

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

OR B A% 45 R A8 40 B B AR B

e) take appropriate action without undue delay; and }% i SR 24 14 it

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

the audit results PRIFTZ A BIME 2, AR A7 22 St A o A% &5 R IKE ks

7E: SeelS0 19011 for guidance TENTE R, Z M, 15019011,

9.3 Management review & B TEH
Top management shall review the organization's quality management system, at planned
intervals, to ensure its continuing suitability, adequacy, and effectiveness. i = & P& M. A% 5 X))

RO [a] (e R PP o ot i A R, DARR RSP S IE Bk . e 0 PEAAG Rk

Management review shall be planned and carried out, taking into account the changing business
environment and in alighment with the strategic direction of the organization. & ¥ 3 8 7 kI Al 52

Ty, R RS AR LIRS, I 5 S s ) R —EL

The management review shall include consideration of: & ¥ 8 v % & DL J5 1 :
a) the status of actions from previous management reviews; VA& 3R B 1) IR BE i
b) changes in external and internal issues that are relevant to the quality management system; 5
Jod B A R A OGN AN P A A B
c) information on the performance of the quality management system, including trends and
indicators for Jii & FAA R GG S, OFELL N AT REB TR
1) nonconformities and corrective actions; /N & 52U 1EH 1
2) monitoring and measurement results; W AL A & 45 5L
3) audit results & 1% 45 R
4) customer feedback; i & 5 15
5) supplier and external provider issues; and #h Rt 77
6) process performance and product conformity; & F2& R R 77 i 754 1
d) opportunities for eentinued improvement FFE:{U ML 25

The outputs of the management review shall include decisions related to: & ¥ 1 5 it 4 1 A0 45
LA AH G E

a)-eontintad improvement opportunities, and FFEEHUGH FIHL 2

b) any need for changes to the quality management system X} Jii & B F A& 245 6 ) 75 >R

The organization shall retain documented information as evidence of the results of management

23

15 9T I IE A AR R] www. seatone. cn



reviews including actions taken ZH 24N AR FFIZ OO/ HME ., DAAR AL E BRVP S 1 45 5L SR U
it B 4 o

10-Centinual improvement Bk
10.1 Nonconformity and corrective action 565 2 IEH i
When a nonconformity occurs, the organization shall: )X = ANFFE ), HER N
a) react to the nonconformity, and as applicable V£ N, & 241}
1) take action to control and correct it; and SEHURE 45 d F1 2 IEARFF &
2) deal with the consequences; {b B AT & i ) 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 VA THBEANRE G I DR R4 it (1) 752K, ad e SR B DL 45 it 1k
ANFFE FIOR A BAE A X 30K A
1) reviewing the nonconformity; VE 5 A5 &
2) determining the causes of the nonconformity, and #5754 1) J5 [A]
3) determining if similar nonconformities exist, or could potentially occur; i i FRAUANTF & &
WAELE, BRI R AL
c) implement any action needed; S Jiti it 7 F) 4 e
d) review the effectiveness of any corrective action taken; and ¥F & Fit 5% B 2Y 1E45 i (K 2501k
e) make changes to the quality management system, if necessary. %} Jifi &5 FIA R AT D BEHIE

Corrective actions shall be appropriate to the effects of the nonconformities encountered £ Y 1F:
BN 5 B8 2] AN B B2 R T AR IS Y o

The organization shall retain documented information as evidence of 2123 MK PL N5 B A
F:

a) the nature of the nonconformities and any subsequent actions taken; and AN7F & i it K it

J R I it

b) the results of any corrective action 24 142 jifi F 2%

10.2 Improvement B(it
The organization shall eentinwatly improve the suitability, adequacy and effectiveness of the

quality management system. 2H 2R N FF 42 ot ol R PR R S B . AR PR RO

The organization shall improve the quality management system, processes and goods and
services, as appropriate, through responding to:i@& i, ZHZR NI LR J 1] sdeidk o & 2
R, SR AR

a) results of analysis of data; &4 7> #r (1145

b) changes in the context of the organization; 41 2R 1 AF & ;

c) changes in identified risk (see 6.1); and A I XS AZEE (UL 6.1)5

d) new opportunities T AH1iEH;

The organization shall evaluate, prioritise and determine the improvement to be implemented 41

GINITPAT W P Stk e Bk s 7 S it Y et
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