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1. Scope 5[
This International Standard specifies requirements for a quality management system where
an organization AARAENA T HI T KRIHLRE 1 55 BAA REOR:

a) needs to demonstrate its ability to consistently provide goods and services that meet
customer and applicable statutory and regulatory requirements, and 5 5 iiE S2 H H A f50E 3
R FE B SRR 3 FH V2 SR P 7 i IR 55 [ e

b ) aims to enhance customer satisfaction through the effective application of the system,
including processes for eentiruat improvement of the system and the assurance of conformity to
customer and applicable statutory and regulatory requirements i 1& R BB A RN A, 54K
APPSR, DA AR UE R A 2 R VR SR, B e I o A R

7 1: In this International Standard, the term “product” only applies to ZEASrifE—H, Rig“f=
A FH T
a) goods and services intended for, or required by, a customer, and T HE AL 45 o0 2 55 7%

JIT 2 SR R i A AR 55 5
b) any intended output resulting from the operational processes iz 17 i #2 At 7= 4= (4T 7] T
Wikt

VE 2: Statutory and regulatory requirements can be expressed as legal requirements 75375 J) 2
SRATHRAE ATE e 2K .

2 Normative references FLI6 1L 5| F U4
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 | 51| 3C4 b 16 2% i 13 A B 4 1)
51 FHT AL AR AE ) S e PU i H IR 51 S, R Sl R RRASE . e AN H T
gl R, s CEFARTEIT) & H T AbriE.

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

GB/T19000-2015 Jii & E FI{A R HFAlAIARLE

3 Term and definitions K151 & X For the purposes of this document, the terms and
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definitions given in 1SO 9000 apply A 45K GB/T19000 H T iifi 32 I ARE A E o

4 Context of the organization 2R )& R 15
4.1 Understanding the organization and its context TR 2R Jr HEE B IR 15

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 SLAff & SMEE AN NS0 BLE 5 A 2SR 5 RIS 7 TR % 2R
Jo A AR AR SR T 45 SR ) RE IR 55

The organization shall update such determinations when needed 75 Zif}, ZH 2N 5 Hrix o

HJitho

When determining relevant external and internal issues, the organization shall consider
those arising from:7E A & X L8 AH O IR A SR AN A B iy, ZHZAN 25 & DL J7 T =
a) changes and trends which can have an impact on the objectives of the organization 7] §& X 2H.
2R H bRt B I A2 S NE 3
b) relationships with, and perceptions and values of relevant interested parties 5FH< 7% &,
PASARIGTT B . A (EW s
c) governance issues, strategic priorities, internal policies and commitments; and ZH 21 P | /il
WAL PSSR MR T s
d) resource availability and priorities and technological change VR (IR FIL S L4 . FiRAE
.

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 #MAH IR EE, T AEREERE, FHAR. w4 . b, #
o BUTNERIRETTH, AERERR. EK XA

7E 2: When understanding the internal context the organization could consider those related to
perceptions, values and culture of the organization. N ¥ 35, 7] PAZH 2L £ & L (B A SCAE o
4.2 Understanding the needs and expectations of interested parties <7 ) 7 R FN A
The organization shall determine 212 W Hffi i€ :
a) the interested parties that are relevant to the quality management system, and 5 Jii & & ¥
TR A RIAHRTT
b) the requirements of these interested parties 3% 75 HE 3R

The organization shall update such determinations in order to understand and anticipate
needs or expectations affecting customer requirements and customer satisfaction ZH 2% W 5
DA E i R SR, DS T SR AR 36 S 52 i A0 7 S SR R - 2 P58 1) 7 SR T EE

The organization shall consider the following relevant interested parties 20215 % f& DL R #H
K7+
a) direct customers EL i’ end users Fx AT H &
b) suppliers, distributors, retailers or others involved in the supply chain L3 45 FP FIAE 7. 7045
c) regulators; and S.iEHLH
d) any other relevant interested parties H:Aill
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7¥: Note Addressing current and anticipated future needs can lead to the identification of improvement and

innovation opportunities XS 224 T PR A E‘Ji%%*ﬂ%ﬁﬂ&lﬁ%ﬂﬁiiﬂéﬂmﬁ%ﬂ °

4.3 Determining the scope of the quality management system i 5€ i 2 EA RTEEH

The organization shall determine the boundaries and applicability of the quality management
system to establish its scope 2HZ3 N 5 € i B BRAK R A SR, DA € HTEH

When determining this scope, the organization shall consider TEfff 7€ Jii &4 FRAK R VU I, ZHZ
NEE

a) the external and internal issues referred to in 4.1, and FrifE 4.1 2% 2K £& 2 (1) P9 3B A1 256
HH

b) the requirements referred to in 4.2 FxifE 4.2 253K HIE K

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 & HLAA R 170 Bl LR WA 2T A8 107~ iy RS
Bt Sulp b

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# & Jii & & LA R

(I R B s 5K AN I FH AR 25K, REHE o 8 B R P A9 B JE 8 e 2 RS o D sl 9 A B

ﬂ:

PRESE 7.0 4 F0 8 FT, HANGZMZH SIRAOR 7 it A0 IR 551 2 2 SRR 246 25 (14 E AT
R A AN IE 4 IR

£

S

VE: 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.%%ﬂ@i&ﬁﬁﬂ Ll H R R

BRAR 2 2 A7 B s A 2
The scope shall be available as documented information Jii & 4% ¥4 FAAK 2 YU Bl N T R SC A o

4.4 Quality management system R BB B R

4.4.1 General BN

The organization shall establish, implement, maintain and eentinugHy improve a quality
management system, including the processes needed and their interactions, in accordance with
the requirements of this International Standard. 20 23N 3% A BRAE ) E SR @ L S HAR R i
FE LA AR, LA A OR Sy, I Hrsdiuit.

4.4.2 Process approach & 7%

The organization shall apply a process approach to its quality management system.
Theorganization shall: 41 23 N F2 7 VAR T S BAR R . 2N

a) determine the processes needed for the quality management system and their application
throughout the organization;#ffi & Jii & & HLAK 5 Jr 75 (11 12 S AR BN 23 i R H

b) determine the inputs required and the outputs expected from each process;#fi i€ £/ FE
i FR A N AP S B2 ) o 4

c) determine the sequence and interaction of these processes;fiffi i€ iX L8158 i i) I 3 A1 AH HAE
H:
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d) determine the risks to conformity of goods and services and customer satisfaction if
unintended outputs are delivered or process interaction is ineffective; i i€ = A& JE T A i) % Hi
B R SR O 7 it IR 55 A0 B 2l SR P R 5

e) determine criteria, methods, measurements, and related performance indicators needed to
ensure that both the operation and control of these processes are effective i 5 BT i FIHEN . 5
M AR GRS, DA R IR L 72 (A R0 47 A i)

e)determine the resources and ensure their availability fiff & FlH#& L %5

f) assign responsibilities and authorities for processes # i€ BX 57 FIALFR ;

g) implement actions necessary to achieve planned results St T 75 f 48 it DA SZ B 6 K 1) 25

h) monitor, analyse and change, if needed, these processes ensuring that they continue to
deliver the intended outputs; and Yl /3 HTIX ST 78, DWEERARE, DI FE R L4 11
ENUES PR

i) ensure eentinual improvement of these processes. ifi {7 4 i3 IX LE i 2

5 Leadership $1-31/E
5.1Leadership and commitment -S4 F 5 & &
5.1.1 Leadership and commitment with respect to the quality management system &%} i & &

ik R SR

Top management shall demonstrate leadership and commitment with respect to the quality
management system by H =i B N I DLR O IR S8 HOGH BT BE AR SR I A2 AE H 57K
R

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; i {5
JiEE R H AR BN, JF 5 H GRS T R PR — 2

b) ensuring the quality policy is understood and followed within the organization; #fif{# )i &= /7%l
TEZH 23N 45 2 B A A0 S i «

c) ensuring the integration of the quality management system requirements into the
organization’s business processes; ifi & Jii & & FLAKR R ER N H L FL S5 38 1

d) promoting awareness of the process approach; & & i #2 /51 ) =& -

e) ensuring that the resources needed for the quality management system are available; fffi {& i
B HA R PR IR SRS

) communicating the importance of effective quality management and of conforming to the
quality management system requirements and the requirements of goods and services; {5 1A fH
R Jo 2 T DA B e T AR AR L 7 IR 55 S SR ) A

g) ensuring that the quality management system achieves its intended ewteemes outputs; iff {75
AR ZR S TR 4

h) engaging, directing and supporting persons to contribute to the effectiveness of the
qualitymanagement system W28 $i5 3 SCRE 4 T2 50 o &8 BAK 5 19 ROEAE Tk

i) promoting eentinued improvement and  innovation; and 4 5 FF 4L A1 HT

j) supporting other relevant management roles to demonstrate their leadership as it applies to
their areas of responsibility. 45 Fo A &7 3535 7 L A 57 1 A sk aiE s 4 3

5.1.2Leadership and commitment with respect to the needs and expectations of customers 4}

XU TR RN RIEH 5&E
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Top management shall demonstrate leadership and commitment with respect to customer focus
by ensuring that 5 = & 235 Nl DLR J7 T, UE SEFLE 6T DU R S A2 A 10 400 A A&
s

a) the risks which can affect conformity of goods and services and customer satisfaction are
identified and addressed; FJ B 5210 72 fi AR 55757 A P B0 2536 T o) XU, 45 281 300 ) T2 Xof 5

b) customer requirements are determined and met; /i & £ 3K 453 21| #f & F1355 A2 5

c) the focus on consistently providing goods and services that meet customer and applicable
statutory and regulatory requirements is maintained; & $5F DA RS $2 4535 A2 0 25 A A 2 72 00 Sk
BRI i A IR S5 A A

d) the focus on enhancing customer satisfaction is maintained; Pr457 DA 535 B 25 3 =i A A2 1

7¥: 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. AF H 1 [ “ MV 55" 0] AT V2 M B R 9 G 2H.
ZUFAE ) H IR B A5

5.2Quality policy JR & J5 %t

Top management shall establish a quality policy that:Fx = & P& Nl 7€ i & 7%, 75N

a) is appropriate to the purpose of the organization; 5 B 21 1¥) 5% & FHIE M ;

b) provides a framework for setting quality objectives; H L 5& 5 & H An FIHEZL

c) includes a commitment to satisfy applicable requirements, and ‘B33 X3 A& 38 FH 2 3R 1 4 i s
d) includes a commitment to eentinual improvement of the quality management system. fFE X

S5 o R B AR AR

The quality policy shall:J5i & 77 %t N :

a) be available as documented information; 7% & 45

b) be communicated within the organization; 7t 2023 N 15 2174118 ;

c) be available to interested parties, as appropriate; and &R}, T AMIR T BT 3REL;
d) be reviewed for continuing suitability. 7F ¢ L& B M 5 H 15 2 1VF 5

*: Quality Management Principles can be used as the basis for the quality poIicy.fDTi = H N AT A o i
DAk ANiOE 2

5.3 Organizational roles, responsibilities and authorities AZAFIYER « BR 3 AR

Top management shall ensure that the responsibilities and authorities for relevant roles are
assigned and communicated within the organization. i = & B & MNAfLR 2L 2L A IS IR 5. AL
B 75 2 0 72 FHVE) 8 o

Top management shall be accountable for the effectiveness of the quality management system
and shall assign the responsibility and authority for: % =& FRE N T 25 FAK & 18 20k 61

51, FERE HR DT AL PR DA«

a) ensuring that the quality management system conforms to the requirements of this

International Standard erd: i {4 i & & FRAK R T A A bR A 2R

b) ensuring that the processes interact and are delivering their intended outputs;#fi{riZf24H H.
YERIEr= A T 45 2R

c) reporting on the performance of the quality management system to top management and any

need for improvement, and [A] 5 i1 5 B3 4k 55 0 5 B HEAAR 2R 10 S RORATAr] o503 1 75 2K

d) ensuring the promotion of awareness of customer requirements throughout the organization.
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A ORAE BN AL S PN B vy A 2 2R I TR

6 Planning 3%

6.1Actions to address risks and opportunities R AL K B X+ 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 H Xl Jii & & HLAK R, HEINFEFE 4.1 F1 4.2 [HE
K, 1 7 NN A RS FIATLAE, DA

a) assure the quality management system can achieve its intended outcome(s); fffi {7 Jii = & ¥
TR AR SEIL TR 45 2R

b) assure that the organization can consistently achieve conformity of goods and services and
customer satisfaction; fffi 20 2L RE A2 S I = o AR S5 A°F & LSRRI B 728 97 = 5

c) prevent, or reduce, undesired effects, and i[5 Bl ek /b | T 1) 5205 5

d) achieve eontinued improvement. SLEILFFEE N

The organization shall plan:ZH 23 N 5 &) :
a) actions to address these risks and opportunities, and XS A8 F) N 5+ it 5
b) how to H1{f]
1) integrate and implement the actions into its quality management system processes (see 4.4),
and 7E 57 B PR RO R TP NS X S i (O 4.4)
2) evaluate the effectiveness of these actions. PFA X S8+ it (145 %1

Any actions taken to address risks and opportunities shall be proportionate to the potential
effects on conformity of goods and services and customer satisfaction. i B FJ AT 4] JX[6: FATL 18
FRY I o i T A 2 5 SR 7 it IR 5% RO ART 5 R B ) A S M R

*: Options to address risks can include for example risk avoidance, risk mitigation or risk acceptance Al ik

F10 DR R X6F i B 8 DR RETRE RS BRI XUz 1252 55

6.2Quality objectives and planning to achieve them J& & H 5 & H L 5K X))
The organization shall establish quality objectives at relevant functions, levels and processes.
The quality objectives shall: LR RIAEFHCHREE . ZIR EFE L@ R HAs. i AR
a) be consistent with the quality policy; 5 i & J5 £ M FF—3
b) be relevant to conformity of goods and services and customer satisfaction; 57 i+ R 55 )
AR R 5 2 AH G
c) be measurable Lifpracticable); T Il & (AJ{TH)
d) take into account applicable requirements, 2% J€ 3 FH ) H 5K
e) be monitored, 152! W5
f) be communicated, and 15 3|74 i@
g) be updated as appropriate. i 24k} #E4T 5 Hr

The organization shall retain documented information on the quality objectives. 20 23 W ¥ i &

H bS5 A -

When planning how to achieve its quality objectives, the organization shall determine:{t %%l
H AR SEIT, 2N 5 -
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a) what will be done; it 4. ;

b) what resources will be required (see 7.1)JT 7 FI%IR (I, 7.1);
c) who will be responsible; 5iAF N\ ;

d) when it will be completed, and 5 i T [H] 2 5

e) how the results will be evaluated. 45 5 Ui ¥4/

6.3Planning of changes Z2 5 ) 5k &Il

The organization shall determine the needs and opportunities for change to maintain and
improve the performance of the quality management system.2H 23 W fiff 52 4% 58 1 75 SR FIHL 2, A
PRFR A o7 B PR AR R BT

The organization shall undertake change in a planned and systematic manner, identifying risks
and opportunities and reviewing the potential consequences of change.ZHZ N A i X & Gt
AT, R KB AHLE, FH PR A RIS fE R

7 : Specific requirements on control of changes are included in clause 8./ B A il (PR 8 BESRAE SR 8 2%
FE -

7 Support L FF
7.1Resources BB
7.1.1 General 2|

The organization shall determine and provide the resources needed for the establishment,
implementation, maintenance and eentinted improvement of the quality management system. 2.
GUNHAE . RBONESL . S PRARAN SO B B A R T ) B

The organization shall consider ZHZIW % F& .

a) what are existing internal resources, capabilities and limitations, and ILG &R Be /1. &

PR
b) which goods and services are to be sourced externally. 7ML I#) = & AT AR 55

7.1.2 Infrastructure Z:hli% i

The organization shall determine, provide and maintain the infrastructure necessary for
itsoperations and to assure conformity of goods and services and customer satisfaction.ZHZ)w
B 2 RUEFNAES B AT ABA ORI o IR S5 AF B Ik R 23 i P 5 ) i B A it

7E: Note Infrastructure can include: & il 14 Jith 7] L4 -

a) buildings and associated utilities; 2 3% ) FIAH 5 1) 1 ite

b) equipment including hardware and software, and W CELFEREARREAE)

C) transportation, communication and information systems.:‘@iﬁ?\ yGiRTw il %_ %/%é}f

7.1.3 Process environment 23115

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. 4143
WhE . FRAALES FAE AT AR OR ™ s RSG5 F  I A0 B i P o R I A A 5
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V¥: Process environment can include physical, social, psychological and environmental factors (such as
temperature, recognition schemes, ergonomics and atmospheric composition).ii%%%ﬁﬂ@?ﬁ#@fiﬁ@ N ﬁ:

20 OB R R e mE. AT AR KA.
7.1.4 Monitoring and measuring devices W8I & 5% %

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 2R B 78 « FEALFNZES H T 300E 7= S 457 A M P 7R 0 S AR B 15 A%, R AR
PR R0 B 5 A A K

The organization shall retain appropriate documented information as evidence of fitness for
purpose of monitoring and measuring devices.ZH 2 frHF & 24 1 SCAHE B, PAFR AL AT
A R P EE R IR o

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

as surveys. I MLATIN & ¥ 46 AT B G R B AVEAN D7 i (Biltn: & &),

* 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}
L R 052 30 I o s ) e A )00 B v, 2 RO KO T T O sl A ) W0 M A0 00 2 i
FHATIRHER (B KiE .

7.1.5 Knowledge 4111

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. 4 ZA NI 5 B8 BAA RI24T . IRE . WO AR SS A B 1 L A T
AR . SRR A BIRER . ORI 75 2L (5 T 3RER

9Where 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 X ARAb I 75 SR AN ARS, HEUNFFEILA MENHIEAR, e
A ERBLL R HIE 2 F1R. (L 6.3)

7.2Competence AN

The organization shall: 2123 N :

a) determine the necessary competence of person(s) doing work under its control that affects
its quality performance, and g fE A 2% HI S MW FZW TR S TAE RN 53 Fr b ZE 11 g
VAR

b) ensure that these persons are competent on the basis of appropriate education, training, or
experience;ZE T UM AH  FIIFAL:, #HIRX LN G2 AR,

c) where applicable, take actions to acquire the necessary competence, and evaluate the
effectiveness of the actions taken, and & FIN, SREGHE i AR B 22 BE /7, FF PP IX Le 45 Tt
AT R s

d) retain appropriate documented information as evidence of competence T ¥ 1% i S 14 1 {5
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B, DURBERE I HIESE .

*: 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. &Y Bt A

BAE, BRI 4. EH RS MR A 5.

7.3Awareness &R

Persons doing work under the organization’s control shall be aware of 1E2HZR3 ¥~ TAERI N 7
J R R F

a) the quality policy; i & 77 %}

b) relevant quality objectives #H <15 & H b

c) their contribution to the effectiveness of the quality management system, including the benefits
of improved quality performance, and {4 1% i &4 BLAK R A M DTk, BLFE O R SR
) 2 Ak

d) the implications of not conforming with the quality management system requirements. i =5 Jii

BEEHRRERN AR

7.4 Communication 3@

The organization shall determine the need for internal and external communications relevant to
the quality management system including: 2 23 N1 xE 15 Joit 1255 ERAA 5 AH OC 1 A 38R0 #1505 40 1
IR, B

a) on what it will communicate; V538 [F] N 2%

b) when to communicate, and V238 [ L

c) with whom to communicate. 218 1%} %

7.5 Documented information T RIS B

7.5.1 General S

The organization’s quality management system shall include ZH 23 [ i &4 FRAR & N ALHE

a) documented information required by this International Standard; A< by FT 25K i SCAEE B

b) documented information determined by the organization as being necessary for the
effectiveness of the quality management system;ZH 2 52 W) A AR 01 8 & FEAK R G R08 1T
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Jit it BT O RIS 2

V¥ : The extent of documented information for a quality management system can differ from one organization to
another due to AN [F] ZH 23 1) 51 & FAA 5501 10 2 0 5 TERSRE FE W] DAAS R, Bk T

a) the size of organization and its type of activities, processes,products-goods and services;éﬂ UL, 153
FKAL, W ARG

b) the complexity of processes and their interactions, and RN HA AR E &R

C) the competence of persons /\J'% E"Jﬁléjj o

7.5.2 Creating and updating s ) F1 58 35t

When creating and updating documented information the organization shall ensure appropriate

E G FISE T SO, AR R AR OROE 4 -

a) identification and description (e.g. a title, date, author, or reference number); {2 A5 B
(hn: FrE. HEL 1E#. Rol9m55%)

b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);}&=% (1

Wi WEE . BAEROR. BOR) RS (Bl 408, 7SO

c) review and approval for suitability and adequacy. ¥ FNHLHE LA O B 1A 78 7 1

7.5.3 Control of documented Information L5435

Documented information required by the quality management system and by this International
Standard shall be controlled to ensure:Jii & & FEAAK 2 A by i BT 2 R 14 F2 1 SO A4 ) 45 2N E
Iyl DA LR:

a) it is available and suitable for use, where and when it is needed, and 75 & XL HI37 BT RE3R15
T oA

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

AR EIFE R, B IR R AR

For the control of documented information, the organization shall address the following activities,
as applicable & FI R}, ZHZUR DA SO #1755 -

a) distribution, access, retrieval and use, 73 /%~ Vil B, fEH;

b) storage and preservation, including preservation of legibility; 7 i~ &Y™, ELFE CRIFIR W s

c) control of changes (e.g. version control), and B 2 & (. pOARYE D

d) retention and disposition. {88 Fl 4L & .

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 4143 PIriff 5 (1 SR NIZ AT Jo B8 BRAK 2 T 75 R PR SCA R DR A 2R il AN

VF: 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. “Pj )7 AN AT B B S RT, B8R
PR B SO

8 Operation IB4T

8.1 Operational planning and control IZ4T SRR F1$Z 1|

The organization shall plan, implement and control the processes needed to meet requirements
and to implement the actions determined in 6.1, by ZH.23 N 5 X . St AN 448 il 1 42 2 SR A bR v
6.1 SEHE MTE T LA, .
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a) establishing criteria for the processes #3733 F2 1 I ;

b) implementing control of the processes in accordance with the criteria, and 2 #E I % 3R 512 jifi i
(et

c) keeping documented information to the extent necessary to have confidence that the processes

have been carried out as planned {RF5 787 [ SCAHHE S, PRSI F2 34 SR 1) ) B3R S it

The organization shall control planned changes and review the consequences of unintended

changes, taking action to mitigate any adverse effects, as necessary. 223 N 4% Hl 1+ %I A2 5,
WAETRI AR (1 J5 R, 0 LR SRS g AT A AN R 52

The organization shall ensure that eutsewrced—processes—are the operation of a function or
process of the organization by an external provider is controlled (see 8.4).2H 23 Nl {7 Hi #h 5B 4t
77 SE it ) IR e Bl AR AR 2] (L 8.4).

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

outsourcing..ZHL 2 ¥ 5 U HR B 5l R H AR 5 S it e 5 FR A  AMEL

8.2 Determination of market needs and interactions with customers T 3% & 3K B 7 € f1 B 274
pi:]
8.2.1 General &

The organization shall implement a process for interacting with customers to determine their
requirements relating to goods and services.ZH 23 I S it 5 Ji 2 v 388 Fir 75 )Gt 2, DARA 5 Joi &% %o
7= i R R 55 TR 23K

V¥ 1: A “customer” means an existing or potential customer “JBZ" 8 24 {ij 10 B I 7E 10 B 2%

VF 2: The organization can interact with other relevant interested parties to determine additional requirements

for goods and services (see 4.2).2H 2R n] 55 FAthAH 2C 7 ¥4y 18 DU 2 X 7= A0 AR 45 i B 2=k (I
4.2),

8.2.2 Determination of requirements related to the goods and services 5= fI iR &% H R E R
IR 2

The organization shall determine as applicable &I, ZHZ i 5g :
a) requirements specified by the customer including the requirements for delivery and

post-delivery activities; Bl #l € FIEEK,  BHEXASAT A2 AT Ja G s 223K 5

b) requirements not stated by the customer but necessary for specified or intended use, where
known, Jii%s SR A Bz, AERRE B4 3 B3 0 R0 A TS0 FH e o o6 5 D 5K

c) statutory and regulatory requirements applicable to the goods and services, and i&H 7= i il
R 55 IR AR EE K

d) any additional requirements considered necessary by the organization 2023\ A5 B A fa]
PR IMEK .

V¥ : Additional requirements can include those arising from relevant interested parties M I ESR T & hE

RIIFRTT 32 A 2R

8.2.3 Review of requirements related to the goods and services 57= S FI IR 55 H <K B R E &
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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.7E 20 23 ) i & A 32 457 b A& (s 3238 F5
Fo. ARSI LR S FEAT R ESD ZaTsiT, JERhIR:

a) goods and services requirements are defined and agreed, *= i Fl % 55 523K £ 45 21 M1 5 FF8 1%
— 5

b) contract or order requirements differing from those previously expressed are resolved, and 5
DAHT 2R A — 1A [ BT B 2R O T ff s

¢) the organization is able to meet the defined requirements ZH 2R fit 773 /& 0 5E FE 3R

Documented information describing the results of the review shall be maintained. ¥ 5 45 £ K15

SIS IS S L

Where the customer does not provide documented statement of their requirements, the
customer requirements shall be confirmed by the organization before acceptance. 5 il 2 ¥% 5 &

PO RSO R, A SRR 52 2 SR i 0 o 2 ZOR AT 1A

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 FI IR 5 B SR R A2 AR B, ZH B DR AR OC SCHFH(S B BB L, FF
B ORAH OGN D1 078 CAR TE ) 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.fEJ- L8 1E L, X &E— /T BT IE AP & A BE & A L bx
1), VERBRTE, AT B 1A W 7= 5 BT P

8.2.4 Customer communication Jii % ¥4 38

The organization shall determine and implement planned arrangements for communicating with
customers in relation to:ZH 2R Nk BA R A3 56 5 THIff 2 JHF S it -5 0 2% 7 368 114) 22 1 <

a) goods and services information; = i Fl R 5515 5.5

b) enquiries, contracts or order handling, including amendments; [7] ] & [FEiT F AL RE, £
Fox HAB

c) customer feedback, including customer complaints (see 9.1);i % [ 15, ALFEEIZ A4S (W,
9.1) ;

d) the handling of customer property, if applicable, and i& B, X2 0 P2 A AL 2

e) the specific requirements for contingency actions, where relevant. #iJCHS , B 2 it 1 4F 2 2
ZEO

8.3 Operational planning process iz47 % &l 78

In preparing for the realization of goods and services, the organization shall implement a process
to determine the following, as appropriate Ju7= i Al AR 55 S AR HE &, 22N szt ik 72 LA 2
AT NZE, i I .

a) requirements for the goods and services taking into consideration relevant quality objectives;

7P AR 55 ISR, IR RE AR R N H A
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b) actions to identify and address risks related to achieving conformity of goods and services to
requirements; R RS T 55 SEEEI 7 it R 55l A2 S SR BT U2 B ) XU AF O PR Tt

c) the resources that will be required arising from the requirements for the goods and services %}
XoF 7 i 0 IR 551 7 B U 7R K

d) the criteria for the acceptance of goods and services = i Rl Al 5% I 42 UAC v U]

e) required verification, validation, monitoring, measurement, inspection and test activities
specific to the goods and services /= il FIIR S5 BT ZER I BRAE . AL HERL. AR AR5 305
f) how the performance data will be established and communicated; and 4 XG5 ) T ORI V4)
iR

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

activities FIIBHIVE . P aRBII AR 55 A4 KA R IS BN I 2K

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

SR T AR AL

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. Xf N FH F4E € 7= a1 H 804 A 10 i =58 PRAA R 10
P2 CRLAE = il R IR 55 SRS R SRR AR R 5 ) SO AT R 2 9 o vt &l

¥ 2: The organization can also apply the requirements given in 8.5 to the development of processes for the

realization of goods and services. ZHZR TG 8.5 LR L 7= it Al IR 55 s It F2 (R K o

8.4 Control of external provision of goods and services 4t it 7= i A0 AR 55 142 1)
8.4.1 General &M
The organization shall ensure that externally provided goods and services conform to specified

requirements ZEL 2R T R A1 S5 5 A 11 72 it AR IR 5536 JE B R 53K

7¥: 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. MR

ZHE AL T St L IR AR AL FERT, X R R AN AR A (B RS .
8.4.2 Type and extent of control of external provision #b#R £t B [ 34 | R B FNFE &

The type and extent of control applied to the external providers and the externally-provided
processes, goods and services shall be dependent upon X #h Rt 5 S HAE N R LR L 7= AT AR
45 A4 ) SRR FE L T

a) the risks identified and the potential impacts, 12 1] it JXURS: K2 L 78: 78 52 1)

b) the degree to which the control of an externally provided process is shared between the
organization and the provider, and 223 5 ZhE43E 75 5% A A8 N o R 44 1) ) 43 PR B

c) the capability of potential controls ¥&{E 4% il fE

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. 21 2N AR $ 7L 7 $ AL AR ER R AL = I BE 7T, ERE S AN S i
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XPAMRAETT (PR AN EE PP v U

Documented information describing the results of evaluations shall be maintained. 4 45 S 115

BT RS
8.4.3 Documented information for external providers 24t BAL 5 I SC4E B

Documented information shall be provided to the external provider describing, where
appropriate:i& A I, FRALZE ANERAL T 1T BSOS J2 V. ) 3R

a) the goods and services to be provided or the process to be performed, it 5 7= f AR 55, BA
b) the requirements for approval or release of goods and services, procedures, processes or
equipment,”= ity MRS FEF . S RERIE & P BUA T B AE EK

c) the requirements for competence of personnel, including necessary qualification, A\ 2 §¢ 77
BR, AL LB TR

d) the quality management system requirements, Jii & & FEAA R {1 HK 5

e) the control and monitoring of the external providers performance to be applied by the
organization; 21 % AM AL 75 b 43 428 il R AL«

f) any verification activities that the organization, or its customer, intends to perform at the
external provider’s premises, and 2H 23 55 H: i & 0L £ 77 037 S it 1 50 IRV 30 5

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

77 i AP T B A 2B R4S K

The organization shall ensure the adequacy of specified requirements prior to their
communication to the external provider 7E-5 /M It 5 VA 1@ AT, 223 LA PR T A 7 122K 2 78
s S5iEHE T

The organization shall monitor the performance of external providers. Documented information
describing en the results of monitoring shall be maintained.ZH 23 N %F 4B 4E 77 Bk 4T W
Mo SR I L2 R HAE BT AT

8.5Development of goods and services 7= S M IR %% I K&

8.5.1 Development processes 71 & L&

The organization shall plan and implement processes for the development of goods and services

consistent with the process approach. 22 87 5K F i 42 77 725 5k R A0 St 7= i Al IR 55 R I 2

In determining the stages and controls for the development processes, the organization shall take

account of ZEH iE 7™ i AR 55 T K B B4z il by, 2HLZA 2% 1

a) the nature, duration and complexity of the development activities J & iG s FIReE. . &
etk s

b) customer, statutory and regulatory requirements specifying particular process stages or
controls, JB s FIVE VL RN 5 1 ok 2 i B sl o] 10 5K

c) requirements specified by the organization as essential for the specific type of goods and
services being developed 21 21 & H4RF 2 S8 1Y (1) 7 il Al 55 1A R B 05K

d) standards or codes of practice that the organization has committed to implement, 21 24 7 i#; 1%
ST AR A ERAT Y AE

e) the determined risks and opportunities associated with the development activities with

T [S09001: 2015 fRIEAAS S, 15 557F http://besttraing.com/ % E KA QQ2843724281



respect to £ UL 1 A 35 30 BT a2 1R A 2 IXURS: AL :

1) the nature of the goods and services to be developed and potential consequences of failure
TER I SRR 5 B, DL RISV A Je R

2) the level of control expected of the development process by customers and other relevant
interested parties, and U AN LAt AH 5C 7 % I & FE 3 B s | A2

3) the potential impact on the organization’s ability to consistently meet customer
requirements and enhance customer satisfaction. X ZH 2R £t 5 FC T A2 JB51 750 55 >R 148 558 JBT 720 Vi 7
FRRE 7 RV AE 2R
f) internal and external resource needs for the development of goods and services 7= it Fl1 il 55 F
R JIT 5 B PN R A1 T U
g) the need for clarity with respect to the responsibilities and authorities of the individuals and
parties involved in the development process JT /& it 2 H N 52 A8 AN/IN2H I R 53 AR PR
h) the need for the management of the interfaces between individuals and parties involved in the
development task or opportunity, Z I & & BN N GRS /N 1) 22 1158 B 7 oK
i) the need for involvement of customer groups and user groups in the development process and
their interface with management of the development process, X} il 2 A1 F & 2 5 1 K 3G 5h 1)
R M L R
j) the necessary documented information on the application of development processes, the
outputs and their suitability, and FF & IEFE . FarH A HodE 4 i 75 BT B 1 4E
k) the activities needed to transfer from development to production or service provision ¥ &

AL e AR SS PR T R TS B
8.5.2Development controls FF & #%

The controls applied to the development process shall ensure that i JT & id Fi 42 il N A {5 -
a) the result to be achieved by the development activities is clearly defined FT /& i 8l & 58 i ) 45
AT 2B N

b) inputs are defined to a level sufficient for the development activities being undertaken and
donot give rise to ambiguity, conflict or lack of clarity, - A& % A\ M. 78 43 5 , G Asids vl L
g, A1

c)outputs are in a form suitable for subsequent use for production of goods and provision of
services and related monitoring and measurement, H & i H ) 20N A8 T J5 21 7= i A2 P2 AR
At DASAH ORI AR B

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
BENT =0 TAERT, JFAGERE R4 H ) 1] FAS B g o sl B, B LA e Ak 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, 3 %] 19 & it F2 45 3 St
PAWS A TSR YR AN N SIS i L DR ER Y

f) goods produced or services provided as a consequence of the development undertaken are fit
for purpose, and $&F A 1) 45 5 A2 7= 10072 b AN AR 1) IR 553 A2 4 FH 225K

g) appropriate change control and configuration management is maintained throughout the
development of goods and services and any subsequent modifications to goods and services 7E
B P AR S5 IT RIS R S SEATAT R 7 ol ) BE e, DR AR T 24 10 B 5 o P A
8.5.3 Development transfer JF K& {1864k,

T [S09001: 2015 fRIEAAS S, 15 557F http://besttraing.com/ % E KA QQ2843724281



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$ ability to
consistently meet customer requirements, statutory or regulatory requirements, or to enhance
customer satisfaction ZHZAN NI R AL 9= i A2 7= AR 85 B3, BRAETT &35 8l Hh oK 58 ik
P ECHE H 4 AT O 20 58 FEBE 19 28 BE, AN 20 21 2380 e Bbis 2 I YRR A SR e 1
G

B 5 2 IO 38 R B

8.6Production of goods and provision of services = il 2 7= 1 AR 55 & £t
8.6.1Control of production of goods and provision of services = A 7= Fl1 Ak 55 H £t 1448 il

he organization shall implement production of goods and provision of services under controlled
conditions. Controlled conditions shall include, as applicable:ZH2R N 7E 52 4% 2644 N AT 7= A4
FERIRS PRt . G, 2R AR

a) the availability of documented information that describes the characteristics of the goods and
services; JRF I = i AR S5 RE VR SCAEE 2

b) the implementation of controls 3% il F] 52 Jith

c) the availability of documented information that describes the activities to be performed and
the results achieved, as necessary; Vo B,  FRAFRIRIE 3 1 52t M2 Ho 45 B SO E S

d) the use of suitable equipment;{#i FH & B A 7%

e) the availability, implementation and use of monitoring and measuring devices; 3k 15 . S jifi A1
A5t FH S 00 R 00 B L %

f) the competence of personnel or their qualification A 52 B HE /780 & #%

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
monitoring or measurement. 4 i [ H AN BE HA 5 2 A W8I0 AT i PSR I, 6] 3X A
BRI 72 it A P R AR 25 TR A I AR EAT AN L ALV TR A 5

h)the implementation of goods and services release, delivery and post-delivery activities; an f= /i
HIIRSS HIBAT « AT FIAE AT J5 0 3 F) ST

i) prevention of nonconformity due to human error, such as unintentional mistakes and

intentional rule violations A N4 iR (WKiR. EE) SEIALT G IR

7¥: Validation demonstrates the ability of these processes to achieve planned results through o LR AfA
7 BIUE S 1 e S BT SRR 4 45 SR K RE -

a) definition of criteria for review and approval of the processes i< R 1 B R v FA E U1 74 Ay 52

b) approval of equipment and qualification of personnel 1 £ A AT AT T3 BEA% 1R 56 5

c) use of specific methods and procedures; and "%;’_'E E"Jﬁ/ﬁﬂﬁi}? E‘J{ﬁﬁﬁ

d) definition of requirements for documented information SO BT SR

8.6.2 Identification and traceability AR 1R A1 ] 3B #H 4
Where appropriate, the organization shall identify process outputs by suitable means & 24}, 21

AN AE & B PR i . The organization shall identify the status of process
outputs with respect to monitoring and measurement requirements throughout realization of
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goods and services. ZH 23 N 7E 7= it SE B A A R A, T I A0 RN B 2B SR R sk R o R IR

Where traceability is a requirement, the organization shall control the unique identification of the
process outputs, and maintain it as documented information E7A M B HITEER &, HAM
P G R — AR IR, IR ORI OIS B

7¥: 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 FE4T H AR ARG BN 45 R, ERHATA IR (AMRIIELNERETD BAE RN T —
RN . R A A RS R A

8.6.3 Property belonging to customers or external providers Jili & 8.4 4L 77 i W 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.

YN 5% A H AT T B ZE H (izs . AMRAT ™ . HERRR] . BRE. PRI ANYE
i‘FTNJfﬁHj&$ﬁﬁk#uu$ﬂﬁ&”\~*ﬁ’\ﬁﬁfﬁ%\ HNERBETT W o

If any property of the customer or external provider is lost, damaged or otherwise found to
beunsuitable for use, the organization shall report this to the customer or external provider and
maintain documented information. SIS IZ . AMEAE T W P2k AR 2k . BRI B IANTE F
0L, HAN IR SMRAET IR, IR E R

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

personal data. B2« AMAE T W P2 Al ELHE R PEAL. R I EAL NI R o

8.6.4 Preservation of goods and services = (i B 3

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 ZEALFRITFE A AIAL
A5 S T M s A1), ZH AN Do P A IR 9% CELFEAR I AR B0 D S B9, DAORFRFT
HER . BN E T b B« IRSSSE BT R AR A A R B A e

V¥ : Preservation can include identification, handling, packaging, storage and protection.[i 37 B] G5 7 1H

Wz, BEE. AR
8.6.5 Post delivery activities 324 J5 V&)

Where applicable, the organization shall determine and meet requirements for post delivery
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activities associated with the nature and intended lifetime of the goods and services.J& F B}, 2H

GUNLHH E A AL 5 7 R AR e RIS LR S A IR T B K

The extent of post delivery activities that are required shall take account of 7= i 324t J& FTE 3l B
e

a) the risks associated with the goods and services, = il FI iz 55 #H 2% 6 XU

b) customer feedback, and Bl % 2 it

c) statutory and regulatory requirements 7273 FllyZ B SR

V£ : 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 A GG S

FEE R ORI AT T RORE I & FIRUE 4D IR 55 BIINARSS (a8 A ED 5.

8.6.6 Control of changes 25 5 Z il

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. 21 243 45 i+ %I Al &R G it i3k 47 A8 o,
AL T AL J5 SREAT VAN, KRB B A, DARR R i F0 IR 55 e B

Documented information describing the results of the review of changes, the personnel
authorizing the change and any necessary actions shall be maintained. W5 4% 58 PR 45 5. AR
PR YRR 06 S A i e A ST A

8.7 Release of goods and services J= i F1 iR 55 B UAT

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. 20 23 R 3% SR 1) 22 HE, £ 3 4 [0 B B E 7= b AR 55 /=2 750 A2 22
Ko A FMCHE N BOAESE BT PAORFF 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.fRAEAF 2 A7 SRBAUN G RUHLAE, & HI A5 2 v, 5 72 SR AT & 1
SO CL IR 58 B BT AN 5] I AT 7 i RS AT IR S o BEAE T RO S8 P 48 A AU T
72 i ASZ A 45 I RN B

8.8Nonconforming goods and services &&= i F1 AR %
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 2R S A DR X ANTE G BE3R (1) 7= i IR 2545 2R ) A i, BART 1 4k
TRUH ) A FH AN A A 0 B 245 34 R AS R 52

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
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detected after delivery of the goods or during the provision of the service.ZHZR N K5 A& 1%
s PR o0 G 52 M R O S ) 4 e, 75 B 3R AT A TE o 3X & TR P i S A JE AR 55 R i
RIS 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 H A G2 M FIHR 55 O AT AR, HEAH N REGE 24 5924 1E LR LR S22 T

=
o

Appropriate corrective actions shall be implemented (see 10.1 N SEjiii& 24 2y (5 (0
10.1),

FE: The appropriate actions can include :@é’l E"ijﬁﬁ’@ﬂ@?ﬁ:

a) segregation, containment, returning and suspension of provision of goods and services;lﬁ%%\ il
A [R5 R AR AR A AR 55+

b) informing the customer as appropriate; and & 245}, EH1I% ;

C) obtaining authorization for repair, regrade, use as it is, release, continuation or re-provision of the
service,

acceptance under concession 2R AIATIRNE . PG BB BT ZER ARSI TR) B T i
HERRZS . ikl .

When the nonconforming goods and services are corrected it shall be subject to re-verification to
demonstrate conformity to the requirements. 75 /A &4 i #5321 4 1E 2 J5 B 5% H G AT 50IE
PUSEIEEE S

Documented information describing the nature of nonconformities and any subsequent actions
taken, including concessions obtained, shall be maintained A~ &% it A PE 5T P& B Ja BT R B AG)
ER G DL SYNA A5 & L TR ) if i : A vwa 28

9 Performance evaluation Gi3TEH
9.1 Monitoring, measurement, analysis and evaluation Yi#8 ME. 2 HrMiEsr
9.1.1 General &M

The organization shall determine take into consideration the determined risks and opportunities
and shall: 20 21825 18 O fff s 1) AR AALIE, o2
a) determine what needs to be monitored and measured in order to:fiff 52 M LA &= I XF %, DA
&

- demonstrate conformity of goods and services to requirements, i 5277 i A1 AR 55 1455 &1

- evaluate the performance of processes (see 4.4) i P id i gz (W 4.4)

.

-ensure conformity and effectiveness of the quality management system, and #ffi £ Jii & & ¥ 44
R IIFFE AN R

- evaluate customer satisfaction; and P41 i 2 i =
b) evaluate the performance of external provider(s) (see 8.4)FE4 M SR A BN SG: (T 8.4);
c) determine the methods for monitoring, measurement, analysis and evaluation, as applicable,
to ensure valid results T & WAL W& CEABD. HTATENT77, DRSS Rl 17
d) determine when the monitoring and measuring shall be performed i 72 W I AT & ) B AL 5
e) determine when the results from monitoring and measurement shall be analysed and
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evaluated; and fiffi 72 X0 W WA & 25 5304 T 20 B FVTA (R B L 5
f) determine what performance indicators of the quality management system are needed.fffi & FT
5 1 o B AR R BTTR S .

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 28N 2 LSRR, DA OR W PR AN I 2775 2l -5 A0 R 7 1 2SR A
— B 77 S

The organization shall retain appropriate documented information as evidence of the results 8.2

L ORFFIE 24 1 SCAFAE S, AR 45 R IRIEDE -

The organization shall evaluate the guedity performance and the effectiveness of the quality
management system ZH 23N PEAY JiT B 41 RIORH o 2 BEAA SR A 2

9.1.2 Customer satisfaction B X i =

The organization shall monitor data relating to customer perceptions of the degree to which
requirements have been met 21 2N W 400 i 72 o B oR 55 /2 B2 B (1 2d - As appropriate, the
organization shall obtain data relating to i& i, ZLZIRFRECCL R A7 £ 5

a) customer feedback , and % J Tt

b) customer views and perceptions of the organization, its processes and its goods and services
Joi 2 5%of 2H 43 J e 7 it R AR 55 ) A AT BZ

The methods for obtaining and using this data shall be determined. W fiff /& 3K HUFN A1) F 1 46 % 4
75

The organization shall evaluate the data obtained to determine opportunities to enhance
customer satisfaction. 2L Z3 S PEA SR B ACHE , DU e 33 o o 203 = I AL 2 o

9.1.3 Analysis and evaluation of data ¥(#& 7> #1 5 1FA

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. ZHZAN 73 Afr+ PRAR B IS (W 9.1.1 1 9.1.2) LI HABAHIC
RGO o XL R TR A E

The results of analysis and evaluation shall be used: %45 738 IR FR) 25 5 5 FH T

a) to determine the suitability, adequacy and effectiveness of the quality management system
R EE ARG RN Rt ARk

b) to assure that the goods and services can consistently meet customer requirements ffi £ = /i
AR 55 BE 475 S8 A2 s oK

c) to ensure that the operation and control of processes is effective, and i {13 2 1 %%z 17 F1
Pt

d) to identify improvements within the quality management system 15 7| Jii & & FRAK R B S0dEpL

=
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The results of analysis and evaluation shall be used as an input to the management review. £ 4

T BT AN VEAY R 45 RS AE DN BV A AR o

9.2 Internal Audit H &% 1%

The organization shall conduct internal audits at planned intervals to provide information on
whether the quality management system;ZH 23 )8+ HE T 1] (1 sf 1] 18] B 2647 P4 3 B /%, AR & ot
RAFHRT

a) conforms to &

pasan

1) the organization’s own requirements for its quality management system; and H.43 %} Jii &%
HAR ZR I R

2) the requirements of this International Standard; A< FxfE 1] E 3K
b) is effectively implemented and maintained 53245 %4 i S it AN AR 45

The organization shall: 2123 N :

a) plan, establish, implement and maintain an audit programme(s), including the frequency,
methods, responsibilities, planning requirements and reporting. The audit programme(s)
shalltake into consideration the quality objectives, the importance of the processes concerned,
the related risks, and the results of previous audits; 5 Xl 8 37 Lt AR FE— DN Ek 2 AN s A% T
&, BIEERIIR, J5ik BT SRR AL ESRAN R 5 AR A R A% T SN R
BEHIR AR E M SRS A DU FH AL I 45 2R

b) define the audit criteria and scope for each audit; Hffi & & VX B AZ 1] 7H T A3 [

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

process B 1% 53 {130 5 FH B A% 1) ST 2B DR B AZ Ik R 1 2 A A 8 TE A

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

TR H A% 4 SRR AT 45 8 P DLV o

e) take appropriate action without undue delay; and A B S EUE 24 O+ i

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

and the audit results. TR FF T RSO MG B, DASR AL o A% 7 28 St A o A 45 SR HROAIE B

VE: See SO 19011 for guidance /F NFEH, £ M, 15019011.

9.3 Management review & FE1F &
Top management shall review the organization's quality management system, at planned

intervals, to ensure its continuing suitability, adequacy, and effectiveness. ¥ = & B & M 4% 5 Kl
(B ) () B V7 o R R AR R, AR PR RSl B e . 78 0 R A A1k

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. & ¥ 1' & 2 &I Fl

SRS, N SR I L IR, 55 22 10 s 7 1 PREF— 2

The management review shall include consideration of: & ¥ 185 W, 2% F& DL R J5 T :

a) the status of actions from previous management reviews; UA{F: & BRIV B [ PR R+ it

b) changes in external and internal issues that are relevant to the quality management system;
5 BAR A S A AN R Y AR B

c) information on the performance of the quality management system, including trends and
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indicators for i & EHAA RGUINE R, BT BB R:

1) nonconformities and corrective actions; /N &5 2 1E+ it

2) monitoring and measurement results; Wi KA1 & 45 5

3) audit results & 1% 45

4) customer feedback; i % S 15

5) supplier and external provider issues; and #MAE L A

6) process performance and product conformity;ixt 2 &0 R0R 7= i I 75 &
d) opportunities for eentinual improvement 722 S FINL &

The outputs of the management review shall include decisions related to: & FL1F- 5 )% H B A 5
DA AH IR R E

a) eentinual improvement opportunities, and 72Uk AL 2

b) any need for changes to the quality management system X Jii 5 & FEAK 2248 5 1) 75 5k

The organization shall retain documented information as evidence of the results of management
reviews including actions taken ZHZ3 RL{RFFIE O 2., DASR AL HRPE a7 1 45 2R SR U
it FR) R

10 Ceontinual improvement i
10.1 Nonconformity and corrective action A F& 52U IEFE 1
When a nonconformity occurs, the organization shall: X "EATF &1, HLHN
a) react to the nonconformity, and as applicable {F N, & 241
1) take action to control and correct it; and “KEUIH Fa 5 H I 2 IEAFF &
2) deal with the consequences; AbFEANFF i 1k 1) J5 B
b) evaluate the need for action to eliminate the causes of the nonconformity, in order that it does
not recur or occur elsewhere, by VAT BR AT G J5 R A8 Tt ) 75 K, 385 SR B BA T 48 T B 1
ANFF B PR A B A X 33K A
1) reviewing the nonconformity;iF-# A7 &
2) determining the causes of the nonconformity, and i & N5 & ) i
3) determining if similar nonconformities exist, or could potentially occur; i 7€ FRAUANFF & 72
MAELE, B R fE R
c) implement any action needed; =L ifi It 75 1)1t i
d) review the effectiveness of any corrective action taken; and 1 It KB 2H 1E 45 e i) 5 2
e) make changes to the quality management system, if necessary. % Jii & & FEAR RtAT L E F11E

Corrective actions shall be appropriate to the effects of the nonconformities encountered {2\ 1E-
S 55 P a8 28] B AN 0 5 M A A O R

The organization shall retain documented information as evidence of 22N ¥ DL T 15 B i X
1

a) the nature of the nonconformities and any subsequent actions taken; and AN & 14 5t % B
Ja KB e it

b) the results of any corrective action 24 1 $5 it it 45 5t

10.2 Improvement B3

The organization shall eentinuey improve the suitability, adequacy and effectiveness of the
quality management system. 41 2R S RF 4 0t i B AR RIVIE MR SR A R
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The organization shall improve the quality management system, processes and goods and
services, as appropriate, through responding to:i& 241, ZHZIN @ DL 5 T il Hom & 5 B
RZA. IR FPEaARSS

a) results of analysis of data;Z#& 7 BT i) 45 5 ;

b) changes in the context of the organization;ZH 21 {45 5 ;

c) changes in identified risk (see 6.1); and TR 71 XU HOAEBE (i 6.1);

d) new opportunities H AL

The organization shall evaluate, prioritise and determine the improvement to be implemented 2.

ZINPPHT B E LSBT B R 7 St ) et
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