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B4%F2FF Audit Procedure
1.0 HH Purpose
1.1 AFETHUE EBRAR R AL AZ SR S0, #PEIdEF2. To define the procedure for
planning, conducting and reporting audits.
2.0 Yl Scope
2.1 AREFIEHT AKA BT & BAR R ¥ % M S 1IE 3 . This procedure applies to all

management system audits conducted by AKA.

3.0 E X Definition
7 None
4.0 5| 3244 Reference Dcoument

1SO 17021-1-H F&PFE - & B R Gl AT H R AVGE RN I ELSK Conformity assessment —
Requirements for bodies providing audit and certification of management systems

ISO/IEC TS 17021-10 SHPEE B RAK R HAZVAENIGER 28 10 &7 HAML A e 22 4 2
1R 2 H A% AR RE 712K Conformity assessment- Requirements for the organization that audits
and certifies management systems

ISO 19011 HAZEH RS HEN Review management system guidelines

15027006 5 B4R L2 58225 A RHZ VAN EK Information
technology — Security techniques — Requirements for bodies providing audit and certification of
information security management systems

IAF 54 3 4 Mandatory document

5.0 HR 77 Responsibility
5.1 HOAZ IS ST DR IZAE PP ) SE 0
Assessment Dept. shall be responsible for ensuring this procedure is implemented.

6.0 FE£F Procedure
6.1 HiH 5 Application and Quotation
6.1.1  HHAS B REAACGRIR I A, 58 U BN B BB R (AKA-M-F04) ;. FLIE 3%
(AKA-M-FO4) RIEFEFVAESRHE. 2w PR S il . SRR A E . FE AR
. NJJBRIEABRGIIER . HRRE . SRR AR RANER 55 Fra e s & kA 12
e B (RS, RER AL
The authorized representative of the applicant organization shall submit the application
and complete the corresponding application form (AKA-M-F04); The application form
(AKA-M-F04) shall the standards, company name and the address(es) of its site(s), its processes
and operations, desired scope, human and technical resources, functions, relationships , any
relevant legal obligations, outsourced processes used by the organization that will affect
conformity to requirements, consultancy relating to the management system(If yes, who provide
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the consultation).

6.1.1.1 X F OH&SMS HI& 7, HITE HLA R BULIE ) AKA $RBEHIA R H T 2RSS (E B
I AR R 5 T ZAR G SRR A B RN MY Ak B 22 4 U:, T2 s ) 2 Aa AR, B
Jid F R HR L A B 22 400 LRI A8 BT AT AH VA L 55 . OH&SMIS % J1 NHH'S  AKA-R-F13
15045001 A ) . HIiE PR AFEE AL LU T TR REVEAITE L, DLRAEAA S
BT LA TAERI N R IENE . For OH&SMS client, the information provided to AKA by the
authorized representative of the applicant organization on its processes and activities shall also
include the identification of the key hazards and OH&S risks associated with processes, the main
hazardous materials used in the processes, and any relevant legal obligations coming from the
applicable OH&S legislation. OH&SMS client shall fill the form of<AKA-R-F13 Risk Complexity
ISO45001>. The application shall contain details of personnel working on, as well as working away
from the organization’s premises.
6.1.1.2 HIiF ISMS MIHZINHAT —D L H CSEify ISMS. %7 [ ISMS NAF &
ISO/IEC 27001 FIAAUEFTE SR B EAL . For ISMS client, the client shall have a documented
and implemented ISMS which conforms to ISO/IEC 27001 and other documents required for
certification.

6.1.2  EFEVFH X IRACHIE BN EAE BT . 2D, TRREEIA

The contract review will review the submitted information and supplementary
information. At least, the review will confirm:
6.1.2.1 ARATE RFEEIF AR (a0 R SRS SN, U PR, 224 tEsE)

Any scope issues (such as unimplemented activities, access restrictions, security, etc.)
6.1.2.2  HUEHLRIEIES AT W8 X 56 BT 75 2 B TR AT f] AR S A E TS 31 Y
R GBEF. L% WAEEMBME . T ITSMS, RT3 LR IE M 7 7
SMS FIR 45 1 v] B8 XU%: . Apply for the organization's place of operation, the areas of activity of
the client. the time required to complete the audit, and any other factors affecting the
certification activities (Language, security conditions, threats to justice, etc.). For ITSMS, the
contract review also shall review the application from the client to ensure a clear understanding
of the likely risks to the SMS and the services.
6.1.2.3  HLINE-ENHE A BN R S E- AR IR B N A G . GEZ RIRSIRANFE )

Number of members of the organization - total number of persons registered -
including part-time or temporary staff. (Please refer to service Quote Procedure)

6.1.2.4 Uy fr) BRI SRAEAS B A2 TR nl RO AL 2 BREURAE S B G 0 B JeiE N o B R Gt AT
Iy A%, B O RN R P TS R AN, JF B ERARBEATE B U5 ) 2, 5 W e ikt
ITNIEH

Access restrictions - If the management system cannot be adequately audited without
auditing the identified confidential or sensitive information, the marketing center should inform
the customer that the quotation cannot be provided and the certification audit cannot be
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conducted unless appropriate access arrangements are made.

FE A L BRAR R (5 B DU R A 56

6.1.2.5

Information about the application organization and its management system is sufficient
to establish an audit program
6.1.2.6  AKA 5 HIHEH A AT C AN B2 7

Any known understanding differences between AKA and the applicant organization
6.1.2.7 AKA 5 REIIFRENS SEIEIETE 511; AKA B BE I A% S IEDRE

AKA has the competence and ability to perform the certification activity. AKA has
competent audit team and certification decisions
6.1.2.8 X7 15013485, 1R FFIEHIE I AMLRIRE, SNIA € I 10 5% B AL I BN o 75 75 2
58 HE SRV AME L FE 4% . If the applicant organization uses outsourced processes, the
contract review shall determine and document whether specific competence in the audit team is

necessary to evaluate the control of the outsourced process.

6.13  AFIFHIE, AKA NEZEEEAINIERTE . 29 AKA B HE T B 45 A4 E
TN, SRR IR R, IR PSRRI IR . AR UERTY, L EEE T
NRPEH TR -

Following the review of the application, the AKA shall either accept or decline an
application for certification. When the AKA declines an application for certification as a result of
the review of application, the reasons for declining an application shall be documented and made
clear to the client. If AKA accept the application, the above information will be used for manday
caculation and quotation.

6.1.4 RN ERIEFR G R/ RN —RRIES R UEEE.

The quotation is sent to the customer for consideration along with the contract/terms
and conditions
6.1.5  —HEPZRETER, HFEAREREN TEF 7RO, WE R ORISR inE]
ERP 1.  Once the customer has signed the contract and, where possible, signhed the quotation,
the marketing center adds the information to the ERP.

6.2 BT E Audit programme
6.2.1 il BEAIE IR R B AL T 5, T R T R B A B, X S A% TS B LAE
SERE T BRAA R AT VIR TR A v s AR e S B0 5K DR JR 3 ) o R T 38 A
A ER I B R IR

Develop an audit plan for the entire certification cycle, clearly identify the audit
activities required, These audit activities are used to verify that the customer's management
system meets the requirements of the certification standards or other normative documents. The
audit scheme for the certification cycle shall cover all management system requirements.
6.2.2 X THIREZ: GFEPNBREVIREZ, B T GERE ", AN
UERE J& B 58— 4F A3 AR BEAT M B o A%, DA SAE VIR BT AT A9 28 =347 FRAE S % . (H)

dh - L - WE 2 - FAE)
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For initial audits: includes a two-stage initial audit, the cycle "begins with the
certification decision", which includes a supervisory audit in the first and second years after the
certification decision, and a recertification audit in the third year before the certification expires.
(Initial -- Supervision 1 -- Supervision 2 -- Recertification)

6.2.3 [l JE MBI LA R GRS E TFAG , A4 55— SF R3S AR (0 M A0 o A% LA S B IE

CAEFHAEA R E A HD B 1 - B 2 - FRAE B A% R 2 DA H i (B
BT BVE R BRI HEAT — IR FICAE & 5 — DU B A% SR DA U e HHEE 12
MNHWBET.

The subsequent cycle begins with a recertification decision, including a first and second
year monitoring audit and a recertification audit (which ends with a recertification confirmation
decision). (Surveillance 1 - Surveillance 2 - Recertification). Surveillance audits shall be conducted
at least once a calendar year, except in recertification years. The first Surveillance audit after the
initial certification shall be conducted within 12 months from the date of certification decision.
6.2.4 FZ AR IS =4, I HEGRE THE PR H AR, The audit period
cannot exceed three years and depends on the date and validity of the certificate
6.2.5 & BRI BIRRIE AL T R, ELH AR (AKA-R-FO7), TR0 o A% 5)
BT BE S, DU TR P A PR 2R Gt CAE o A% S ] rh 45 21 78 70 PRAG B35 Bl o FERE
FH T U B PE A O o % b 58 B IR e R A S SR DL R v RIE =4 Jol S0 1) 9 4 P ) P AT TR
.

Plan the audit plan according to the audit cycle, and establish audit matrix () for
identifying audit activities or activities performed, and activities for demonstrating that the
customer's management system has been adequately evaluated during the audit cycle. The
matrix is used to indicate which processes and requirements have been completed in each audit
and which audits are planned for the remainder of the three-year cycle.

6.2.6  ARRALMPTEERE, JEERMER LIRE “ OB IEEER . WRRIERKTIEE,
s SR IE S DAE S Zd R . 2448 B VE [l i AR PP, AER A b, o A% S SR RS Kt
T IR B & P . OSBRI A2 AR NG L ¥, A ROE 241
X3 R B 2 SIS Il I AR, AR AR O i ATE B R RS

Identify all the processes of the organization and specify "critical scope processes" on
the matrix table. If not specified in the form, evidence is collected to verify the procedure. When
specified as a critical scope audit procedure, on the form, evidence gathered by the auditor is
used to verify the applicability of the scope. Critical scope process: An audit process to verify that
the scope of registration is up to date, valid and appropriate. This is usually reserved for the
processes involved in the implementation activities, where scoped activities are identified.
6.2.7 X TECIRMNIESH 7 — A UEN U SRR Hi %, N ERBOF R B 78 2 B, )
AR A AR AT S R B2 IERE i 0 ST A o T SREH SOy i /R AR SO SRR BE S HE
HRAE IR S IR s A% 7 AR S B, JF 7 RAdsk, I DARTARF S A IE
It ) STt AT R R

For a client’s certification or an audit conducted by another certification body, Such as
reports and documentation of corrective actions taken for nonconformance. The documents
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obtained shall provide support for meeting the requirements of this document. Justifies and
records any adjustments to the audit protocol based on the information obtained, and tracks the
implementation of previously non-conforming corrective actions.
6.2.8  WIREURHRCIEAEY, 75 H 57 8 4% T SN g ) o A% R I 25 FEAE RS PR T AR kAR
HIE B o

If the client uses shift work, consider the activities that occur during the shift work
when establishing the audit plan and preparing the audit plan.
6.2.9  PUEHA I AE DR E SR . o A% T 52 B 8 AT J5 S0 5 25 iR T R
B, HAERA R P A R VG S R IR L, DR UE SE R AE BRAAR S R K F A A
B AZ B4 2R

The subsequent cycles start with the recertification decision. The determination of the
audit proposal and any subsequent adjustments shall take into account the size of the customer,
the scope and complexity of its management system, products and processes, as well as the
proven level of effectiveness of the management system and the results of previous audits.
6.2.10 ISMS H % 77 RAFIRE R 1SMS special requirement for Audit program
6.2.10.1 & General
ISMS B 1% ¥ 5 1% 7 S 2% R8BI i o2 145 B, %2 4451 The audit program for ISMS audits shall
take the determined information security controls into account..
6.2.10.2 # % /7% Audit Methodology
AKA HIFEFF AN TG IRE 1ISMS St AR5 5 SRS A E S RS A% 30, LK E RUBE
TEZ I ISMS il /2 ISO/IEC 27001 SR AN - 1) 3K l% 5 H AR AKA’s procedures Shall not
presuppose a particular manner of implementation of an ISMS or a particular format for
documentation and records, shall focus on establishing that a client’s ISMS meets the
requirements specified in ISO/IEC 27001 and the policies and objectives of the client..
6.2.10.3 VIR H % ) S AKHES General preparations for the initial audit
BRG] A E B A A S SR 2 e SL Y AR T LR AT B ) A AE VIR A
—Br B, BN E/DHAELL R (S B Require that a client makes all necessary arrangements for
the access to internal audit reports and reports of independent reviews of information security.
At least the following information shall be provided by the client during stage 1 of the
certification audit:
a)ISMS A& & 36 2 11— %15 /5. General information concerning the ISMS and the activities
it covers;
b) ISO/IEC 27001 FrflsER]. LR ISMS ST HIEIA, S BRIFHIR /T A copy of the
required ISMS documentation specified in ISO/IEC 27001 and, where required, associated
documentation.
6.2.10.4 V¥ 5 i | Review periods
R —A 1SMS A /b St — 0 a5 RS B BEVR s AN A A%, ASRIX 1% ISMS
SEHEINE Shall not certify an ISMS unless it has been operated through at least one management
review and one internal ISMS audit covering the scope of certification.
6.2.10.5 AIEVE [ Scope of certification
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a)  HORRALRARIE P A E A FEESKR, MAEERETEE N ISMS B TH % The
audit team shall audit the ISMS of the client covered by the defined scope against all
applicable certification requirements.

b) NN FIESL ISMS YO P E T ISO/IEC 27001 H 4.3 HJZEK. Shall confirm, in
the scope of the client ISMS, that clients address the requirements stated in ISO/IEC 27001,
4.3.

c)  NEEAOR: B HIAE B 2 A KU DR A AT XU Ak B AR AR B T IIESE L BT € BV Bl R
JEFIVESN A IE shall ensure that the client’s information security risk assessment and risk
treatment properly reflects its activities and extends to the boundaries of its activities as
defined in the scope of certification.

d)  MAEINIXAER ) ISMS i [ A H PR B 18 2] 7RI shall confirm that this is
reflected in the client’s scope of their ISMS and Statement of Applicability.

e) MIIERAANETEEZ/DH —/NEHYES B shall verify that there is at least one
Statement of Applicability per scope of certification,

f) Rk SATEEEEE 1ISMS i B A K Ik BUES ), SAEFRIER 1ISMS
BRI, I CEIEER G R 2 RS PEE  5HAMPUEILEROE (e 1T R
. Bl EAEH RGN —TDL S IRER), X KIE M —A 7~ shall ensure that
interfaces with services or activities that are not completely within the scope of the ISMS are
addressed within the ISMS subject to certification and are included in the client’s
information security risk assessment. An example of such a situation is the sharing of
facilities (e.g. IT systems, databases and telecommunication systems or the outsourcing of a
business function) with other organizations..

6.2.10.6 WAIEFAZHEN Certification audit criteria

K ISMS 32 HAZ IR A2 1ISMS ARUE 1ISO/IEC 27001, -5 T SEJiti Lk 45 2 (A oA S

4, T PIAE N IAIE2E SR The criteria against which the ISMS of a client is audited shall be the ISMS

standard ISO/IEC 27001. Other documents may be required for certification relevant to the

function performed.

6.2.11 15013485 H 1% /7 RHFIAE K 1S013485special requirement for Audit program

SRR 6, R Y 1SO 13485 SR I B A% T RN % AT HOZIN,  An SR REASIE B LI ST 1AF MD9

IR R, WG 75 5 H %02 15 75 A SG 1R 35 17 1S0 13485 223 . When AKA has audited a client

against a regulatory scheme that includes or goes beyond the requirements of 1ISO 13485, it does not

need to repeat the audit for conformity with the elements of ISO 13485 previously covered, providing

the AKA can demonstrate that all of the requirements of IAF MD9 have been complied with.

6.3 Wi HEN . KREE. EREMNFBIREZEA Determine audit time, plan audit, select
and assign audit team
6.3.1  fffi i B AL 1] L DA R S04 Determine the audit time, please see :

AKA-P-004 Quoting & Contract Review Procedure R4/ 5 &[5 7F 5 F2 7

AKA-DCN-001 Quoting Guideline R/ 45
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6.3.1.1 EHHL, FIREE, AR G TTE R EEAN i T SRR 58 O A FAR R
SEREA RO R AR IR A 45 T WAL R 0 B TR R ST A% B o A AR
HARZAR R A TE SN el oA TR R THEL,  RLELARAR S B A1 T 5 RO 78 2 I ). I idsE
PRAR 2 87 A% B TR )2 Ho 5 PE4% . For each client the Sales Center. Customer Service. Dept. and
Tech Quality Dept shall determine the time needed to plan and accomplish a complete and
effective audit of the client’s management system, shall allow auditors sufficient time to
undertake all activities relating to an initial audit, surveillance audit or re-certification audit.
The calculation of overall audit time shall include sufficient time for audit reporting. And
record the duration of the management system audit and its justification.

6.3.1.2 fEHAE HZN AN, NERE (HARTD) LURNTIIH:  a) FHREBAA RPRAER 2K,
b) 5 MBI R IRFEEE; o) BORFEMIAES;  d) ARG NS 3 1 a1
s e) LBTHIZMER: ) S BE e, a8 LN 2% g) 5
AL b S REEGESN A RBRR XK h) RS GH . Ba e d . In
determining the audit time, the following aspects shall be considered: a) the requirements of
the relevant management system standard;

b) complexity of the client and its management system;

c) technological and regulatory context;

d) any outsourcing of any activities included in the scope of the management system;

e) the results of any prior audits;

f)  size and number of sites, their geographical locations and multi-site considerations;

g) the risks associated with the products, processes or activities of the organization;

h) whether audits are combined, joint or integrated.

632  FRIFX
Planning the audit
6.3.2.1  #iE AR EAMEN, IR, NAESE R ERE .
Determine the scope and criteria of the audit, including any changes, which shall be
determined after consultation with the customer.
6.3.2.2  HZHEH AKA B2 . € B H BB I e Bt 4, RN ARE T AN A
The audit purpose is determined by AKA. Determine the purpose of the audit. State
what should be completed and include the following
a)  WER P EEAR REOLH ) 5L AENI TS Determine the compliance of the
Customer management system or parts thereof with the audit criteria
b) i B BRAR R OR R L E A VLA R ZIRIYEE /) Determine the
ability of the management system to ensure that the customer meets the applicable
laws, regulations and contractual requirements
) WEE AR RIEM IR P A] LG BERUHSEILH R € B AR 77 T 1E 21%:  Determine
the effectiveness of the management system in ensuring that customers can reasonably

expect to achieve their stated objectives
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d) JEHES, R PR R BEE 3 X 4. 1dentify potential improvement areas of the
management system where applicable.

e) SM HiEH 1% H K SM Determining audit objectives: 1% H BN AL FER 2 25 F i )
Az T H 525 sMs &SI HARTTE SMS 3 7 (1452 H1 38 R R 2 HTHE I
BT ORE FXEE R, X sMS AR S HI XU . The audit objectives shall include
checking that interfaces at the boundaries of the SMS with other parties participating in
the activities of the SMS, are identified and controlled. Make sure that the client is
aware of and managing any risks to the SMS and the services arising from the
interfaces.

f) ISMS i€ H 1% H I ISMS Determining audit objectives: 8 1% H (1) N 0351 78 &8 P44
FEH R, DA ORE T CORSE RS PG St 136 FH R SEIL T I i)fE B
224> H b5 The audit objectives shall include the determination of the effectiveness of
the management system to ensure that the client, based on the risk assessment, has
implemented applicable controls and achieved the established information security

objectives.,

6.3.2.3  HIRZAEN S FH ARG E /TS RO IRYE, TR A EE:
Audit criteria shall be used as a basis for determining compliance and shall include:
—— Fr 8 1) BRAR RALTE M SO B #E3K s The requirements for regulatory
documents of the established management system
—— P B W B R e 0 AR R 1Yo FE A SC A . The process and
documentation of the management system as determined by the customer
6.3.3 MEFFMIFRIR S 222t iHRI SRAE ERP AT 22 4F, BRI THRI 22 HEME L4 7 45 . 72 ERP
1ES5 ZHAR R IE AT A e 4L, BB F A TS5, O R BRI N d A% S o
W RAE WAL Z T2 1 J R S AR 0 B AR TR 2 R
The selection and assignment of the audit group is arranged by the planner in the ERP, as
detailed in the work instruction of plan arrangement. In the ERP task arrangement module, the
audit team is formally appointed, the tasks of the audit team are clearly defined, and the
corresponding audit documents are provided. The auditor will send out the audit plan about 1
week before the audit to inform the customer of the detailed plan arrangement.
6.3.4 FEFTHIEOLT, WHARZA R LR A R R ARG, SN RE 5. X T
ISO27001. 1S020000. 1013485 Hit%, HA%ZH N HA W EMIFE /IS, ARl HE AR L HAR

=

In all cases, audit group members must have the necessary capability code, otherwise
technical experts will be used. For ISO27001. 1SO20000. 1SO13485 audit, the auditor team shall
has the necessary capability code, technical experts cannot be used instead.
6.3.4.1ISMS HAZZLRE 11, KPR ESR Special requirements of Audit team competence:

1) 0T B NURE IR B A TG SN, AL b B 22 R B MBS BRI IR B R I B0 A O SR
For surveillance and special audit activities, only those requirements which are relevant to the

scheduled surveillance activity and special audit activity apply.
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2) R UAE B A 5 o AR 2L, B A LA DR BRI ZR YR 57 A% 4L IR e ) 22 3 ELF When
selecting and managing the audit team to be appointed for a specific certification audit,
Assessment department shall ensure that the competences brought to each assignment are
appropriate. %415 The team shall:

a) XMAIE ISMS Y A #4578 1 8 B il S A EOR R, BLRARIGIT, XX S5 5l AR
FAFEMNFBAEAE B 224 XU B 248 & R BRI (BOR L 5T DUBAT L IUIR 57 ) have
appropriate technical knowledge of the specific activities within the scope of the ISMS for which
certification is sought and, where relevant, with associated procedures and their potential
information security risks (technical experts may fulfill this function);

b) BAZES, RLIETZEF ISMS JLEMALIAEENT ISMS CGZE REHE R WHE. 7
m AR 55 BME B2 4D 3T T HFERAEH 4% have understanding of the client sufficient to
conduct a reliable certification audit of its ISMS given the ISMS’ scope and context within the
organization in managing the information security aspects of its activities, products and services;
o) &G T ISMS FIEHENERIEK have appropriate understanding of the legal
and regulatory requirements applicable to the client’s ISMS.,

6.3.4.2 15013485 B % 4HAE S1, HFPEEER Special requirements of Audit team competence:

a) A% AN B A AL VU R ) F R A5, (AKA-DCN-002 17)k4325) HIHE /) The audit team shall
have the competence for the Technical Area (AKA-DCN-002-Industrial Classification) for the scope
of audit.

b) NSRRI AR A AT AR 55 B SABEAT H A%, U o AL 2 AN IR B 5 AR 7 BT A ) 1 3 7
HAMIFKFHFIHARBES If the audit is performed for an organization that only parts and
services, the audit team does not have to demonstrate technical competence at the same level as
that for a manufacturer producing medical devices.

c) AKA H Bl AN 9 B4 0 T B T e 2 2K BB B AL FR BEIEAR S5 . AKA does
not currently provide certification services for businesses that include sterile or intended for
end-user sterilization.

6.3.5 B 1% B RLE S HA G (1, ARSHD, IHRFE A IEEER RICHE — &% &5,
ZHAZ AN BE RS, I IEATIE ] Tz R R A KR BT

Auditors should be appropriate for their roles (e.g., team leader and team members) and
meet the requirements of impartiality. If there is only one auditor, the auditor shall have
necessary capability code and perform the duties of an audit team leader applicable for that
audit.
6.3.6 K15 EHAE AKA PR (140, ARG NHHTHIRAED, PABORXS SE AT 8 o AP AE
ANIE 2 R R

Its status in THE AKA (i.e., validity, witness to be performed) will be considered to ensure
that there is no undue risk to the audit of the delivery.
6.3.7 %) ] LABBI 15 K A% 01 e, (HUUE e LR T AKA.

The customer may request a replacement auditor at any time, but the decision is entirely
up to the AKA.
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6.3.8 557 7 SE it A% A H A B UL SR B

BREF MBI IL B AR R

MEE LA B A PR B A% 45 S A 5 s 70 SR DL AR &
WG SEHE AR TR A G 8 N RO S PP E AN B BRSO N AEAE
HRZAP R BREZ NS RARER . SoRE 5 LA e SR s % 1]
HAZ A

Agree with customer on the presence of observers and technical experts in audit activities prior
to audit. The audit team shall ensure that observers do not unduly influence or interfere in the
audit process or outcome of the audit. The observer may be a member of the client's
organization, a consultant, an AB assessor carrying out the witness, a supervisor or any other
person with reasonable reasons. A technical expert shall not act as an auditor in the audit team.
The technical experts shall be accompanied by an auditor. Technical experts can make suggestions
to the audit team on audit preparation, planning or audit.

6.3.9 X TRV M 2 A BIA R, RIE “BORUR” 21718k B3 R ARG
F, IR TTRRAE TN F 8 T HRMLA# RE 2 42 X . For Occupational Health and Safety
management systems, the term “technical area” is related to commonalities of processes or
services and their associated hazards which can expose workers to OH&S risks.

6.3.10 ISO/IEC 20000-1 [ ] 1 A 2R /el I ) HoA2 & T 2 7, AR SRR, #)
BRI AT AF RS I PET . X% 1SO/IEC 20000-1 Wik Rt, A “HANIL” &5 SMS
KK, BFERSGEHSEN sMs JEE PR,  “HEORGEE 7 HIRSSASATS B FH R A
EEHARTE K. 1ISO/IEC 20000-1 states that all requirements are generic and are intended to be
applicable to all clients, regardless of type, size and the nature of the services delivered. For
ISO/IEC 20000-1 audits, the term “technical area” relates to the SMS, including service
management processes and the services within the scope of the SMS. “Technical area” does not
relate to any underlying technology used to enable service delivery.

6.4 BZTHLl
6.41  NHIZIT R IR AZ# G ) B AR, RIS AT 1 H, RRA KK 5%
BRI Prepare an audit plan for each audit according to audit program. About 1
week before the audit plan, the audit team leader will contact the customer for confirmation:
6.4.1.1 HZHBRGAT R
Is the audit date acceptable

6.4.1.2 AT LM B AL RREEIN R SE o (an, N RECR TN, ek, JERE
Z%) There are no changes that will affect the duration of the audit (e.g., change of staff, change of
venue, change of scope, etc.)
6.4.1.3 LN

Organizational process
6.4.1.4 ATAMA]BE TR B HAZ AT BRIE B R S EOR B R P S

Any new customer requests or key customer feedback that may need to be followed up
through audits.
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6.4.2

AR 2T 5 PR IE ., SRR AT LURT (0 A% 5, AT B A R

A IVASEEE VA SRR IRV EP A

The audit leader will plan the audit based on the information provided by the customer,
the audit matrix and the previous audit report. The audit plan shall be appropriate to the
objectives and the scope of the audit.
6.43  {EHIZZAIZ 1, SRZARK R R RIAE, JRRRIGR . R R
MSREFEEGI A a) HAZHE  b) HAZHEN]: o) WAZVEHE, AFE RS R S
IREE L CEOE FE;  d) ASEHEINIS F k& s GE R, ARG XTI 37 i 00 U 1] A A2 o A%
D KHMG: o) WUTHIIL S RIES NS ] f) SRR RS S A AT
NGt (I g el i) M EaAITT. g) M Rt s A BRI
JIE RIS RENS 1 AREEAL A A B S O o

Approximately 1 week prior to the audit, the audit leader will prepare the audit
plan/agenda and return it to the client. The audit plan shall include or reference at least: a) the
purpose of the audit; b) Audit criteria; c) Scope of audit, including identification of organizational
and functional units or processes to be audited; d) The date and place on which on-site audit
activities (including access to temporary sites and remote audit activities, where applicable) are
to be carried out; e) The estimated duration of on-site audit activities; f) The roles and
responsibilities of members of the audit Team and those who travel with the audit team, such as
observers or translators. g) Provide the customer with the name of each member of the audit
group and enable the customer to know the background of each member upon request.
6.44  HHRZTFRIRE I E SCE AL BORAR, PAT LB S R R, BEAT R B3 P

CEOLFE I 3 (A0 ICT /AR H ) AR IS sh M U RR S A) . A sRaE A, Rk

BLFERTSERT NCR A RUVEAIIRAIE . VER: S A% GO B i A HRIR B8 2 P K H . The audit
plan will clearly define the process to be audited, the relevant audit team members to perform
the audit, where the audit will be conducted (including temporary sites and ICT/remote audits),
and the expected duration of on-site activities. If applicable, the audit plan will include validation
of previous NCR's effectiveness. Note: The auditor will date when the audit plan is provided to
the client.
6.45 B KN AL PR AR AL ZE IR A HE, DL R AR L 1 AR A I i3k 5E P 1)
V&)i# . The audit team leader shall facilitate and coordinate the travel arrangements of the audit
team to minimize costs and facilitate more coordinated communication.
6.46  HIZARKIESHZAR UG, BRI R e BREE. S,
DX I BT B St H AL I HR BT o I AT 1 23 e N 2% 18 3 B 75 1 R 0 A RO e Aot A P i 2
PAS A% GRS SEST A% AR L RN RE I AN 5T« FEWAZERE T, R ORSE B % H
7, FTPABCR TAE 73 BC . A SRAE S AT A Rl g 2 Ja BEAT AT S, U B f) o A
R EAERI RS . teAt, R SRS RIS B A AE S (a0 AR RN ], FE R
ERIERD, R .
The audit team leader, in consultation with the audit team, shall assign to each team member
responsibility for auditing specific processes, functions, sites, areas or activities. Such
assignments shall take into account the need for competence, and the effective and efficient use
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of the audit team, as well as different roles and responsibilities of auditors, auditors-in-training
and technical experts. Changes to the work assignments may be made as the audit progresses to
ensure achievement of the audit objectives. If any changes have been made since the initial audit
plan was developed, the updated audit plan will be uploaded to the system. In addition, the
auditor will notify the client if the updated plan affects audit information (e.g. duration of audit,
information on the application form)

6.47 WAL HIEME, EOREZA: a) MEMBAER 7 58K RARHEA SR 4
TrEE AR FEFE L ISR MAH RS b) B E IR T TN 2 S IUVIETE AR S T K
c) WER P AL RIS SRR EE 7B AR R, DME SN s
EREAER MR d) SRs - HIrsr. BEs AR A —2, DU HR I it .
The task communication of the audit team requires the audit team to: a) check and verify the
client's structure, policies, processes, procedures, records and related documents related to the
management system standards; b) Ensure that the above aspects meet all requirements related
to the scope of the proposed certification; c) Determine that the customer organization has
effectively established, implemented and maintained management system processes and
procedures to provide a basis for trust in the customer management system; d) Inform the
customer of any inconsistencies in its policies, objectives and indicators so that the customer may
take measures.

6.4.8 HAZ AL % 51 75 [ R R A4 RE W] OB SR L MBI N SiAb 78 BOR %L 50
FHPEN A NAE B A% A 0485 AR A BN G, 03 N 03 ) 300 R 5 e At AT 10 i A
AEANIE 24RO o 50 A S A 3 DU R 0 A I o A ) A 2R e A2 9 R ) 5 S D Rt i 7
The necessary knowledge and skills of the audit team leader and auditors may be supplemented
by technical experts, translators and interpreters who shall operate under the direction of an
auditor. Where translators or interpreters are used, they shall be selected such that they do not
unduly influence the audit. The selection criteria of technical experts are determined based on
the needs of audit team and audit scope of each audit.

6.4.9 L HIZ AR S, MW ERRIR— 2 HZ RN A L. Y NN AR
LA S AL A BIATSS, xS ST B A% S S S AT A% R IR 4 91 57 . Auditors-in-training
may participate in the audit, provided an auditor is appointed as an evaluator. The evaluator shall
be competent to take over the duties and have final responsibility for the activities and findings
of the auditor-in-training.

6.4.10 SM A% 11Xl 3l B AERF £ Sampling accuracy of Audit plan

6.4.10.1 LI LT 7 I ZE 57, (EAIGR G (R o A0S 82 R m Bl I R 7 38 =4 B e 7K
*F-: An adequate level of sampling shall be determined at initial contract review, and subsequent
audit activities, identifying differences between the following:

1 Hug, Bln: AL, BrE SMS AEASTENIETE N BRI 32 T 48] Locations, e.g.
site sizes or use of temporary sites which are covered by the SMS but are not in the scope of
certification;

2)  JIR% services;

3) JEi% customers;
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4) Z5RERARHANL T (B WEEA, 475, /E AT R other parties (internal
groups, suppliers, customers acting as a supplier) involved in the provision of services;

5) i languages;

6) FrA LRI TAET N — . RN IR IIE AT 77 S A, oA KRN 5 5]
YL 2 7 s B T AT DA/ XA O R A, DAIESERT A BEOC A AR T sCH) — ik
R A PEIRZ () — B0, BT MR A O & — TR B H— AN BEIR AT AR i A R A
Consistency of approach across all shifts. A client with a high proportion of personnel working in
shifts can be audited in less time if each shift operates in the same way. This involves a reviewof
records to confirm the consistency of approach across all shifts. If shifts are consistent, allshifts
can be treated as one set of activities and one shift can be used as the sample for audit.

7) SMS HJJE#AE4L local variations of the SMS;

8) VEHEHEINEK legal and regulatory requirements;

6.4.10.2 N SMS YU P ARRMERIFEA . IR RN EE T UGENI R E, JRA
BT 6.4.10.1 FATIRRI K RFFENLIR Z A representative sample shall be selected from the
scope of the client’s SMS. The selection shall be based upon the judgement of the certification
body, reflecting the factors presented in 6.4.10.1, as well as a random element.

6.4.10.3 B AZ TR SE RN % FE 6.4.10.1 F1 6.4.10.2 FF A ESR . i RIBAEE S AZIF [ 3 4
FIHNE G SMS EiVuRE WA REMEFIFEA The design of the audit plan shall take into
consideration the requirements in 6.4.10.1 and 6.4.10.2. The plan shall cover representative

samples of the full scope of the SMS within the three-year period between certification audits.

6.4.11 ISMS H i1 RIE#RE R Special Requirement of ISMSAudit plan

1) ISMS 5 K% 1R B 25 18 BT 8 1945 2.2 2% 1|45 it The audit plan for ISMS audits shall take
the determined information security controls into account..

2) WBEHE, B THRISLRILE B R S IR X 2% SCHE I B AZ 32 R The audit plan shall identify
the network-assisted auditing techniques that will be utilized during the audit, as appropriate.
T P SCRP RIS AZ R AT A4 filtn, HTE i, MEssills FE T4 52 B aGE A5 AT
FEHLTU7 ) ISMS SCEEAT (B 1ISMS 1378 o W IX ORI SGVE, K o A% A A 2,
F L FE R 52 Network assisted auditing techniques may include, for example,
teleconferencing, web meeting, interactive web-based communications and remote electronic
access to the ISMS documentation or ISMS processes. The focus of such techniques should be to
enhance audit effectiveness and efficiency and should support the integrity of the audit process..
3) HAZI [ 1L 3% Timing of audit

V1B I 5 H % A GUE R — A BE A S IR SE A 1SMS Y5 ] (1) H A% [R]3A il — 3K
B, EME, nEEERE. A4y, HIARPEKX Communicate and get the agree with the
organization to be audited the timing of the audit which will best demonstrate the full scope of
the organization. The consideration could include season, month, day/dates and shift as

appropriate..
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6.4.12 OHS H i+ RIHFFIRESR Special Requirement of OHS Audit plan

1) Xt OHSMS, #4577 SR 45 S it F2 2 R BEIZ AT, INUENLA N A AN B VK 1) o A% 2 i Bk
THREANPERNERIERE, XL RN A5 AR RER) OHS UK, AR FHIESE R0 AN B
REERIKY o N T SRR R, 258 — DM UER I, B2 1E % Jp o i (] A F—
ANPERANIEH TP o3 I 18] DASM ) — N BIEHEAT B3 8% o 0T J5 2 A ST e B W A%, DIERLR T AR
PELHZR ) OHSMS I BB W58 JE 1500 28 —/NFRIRAT Wi % . A5 T Re, s IR i A% T 46
IS 1) DAPE B 4% A H N 78 o PRI . B B AN A% 38 — IR KU, ST AN A58 — AN BE
RHJIE S H7E# AZ IR & H . For OH&SMS, where product or service realization processes
operate on a shift basis, the extent of auditing of each shift by the CAB depends on the processes
done on each shift, taking into consideration the associated OH&S risks, and the level of control
of each shift that is demonstrated by the client. To audit effective implementation, at least one of
the shifts inside and one outside of regular office hours shall be audited during the first cycle of
certification. During surveillance audits of the subsequent cycles, the CB may decide not to audit
the second shift based on the recognised maturity of the organization’s OH&SMS. Adjustments
for delaying the starting time of audit are recommended whenever possible, in order to cover
both shifts within the audit day. The justification for not auditing the other shifts shall be

documented taking into account the risk for not doing so in the audit report..

6.5 W HE % - EENNGFEZESF, FATLLUTRAE Site audit - During each site audit
activity, perform the following procedures
6.5.1  MIAARE, SRRAK SN S (BRI AR, DA IREREAT I
TG BN /T IR B IR R T SBERE
If possible, the audit team leader will meet with the audit team (For example, at a
hotel breakfast) to ensure that expectations and concerns are clearly addressed prior to the
field activities.
6.52  ZTEHRSV Wi E XSO RRIIA R, dR: RETSHERE ] DIRYEH
A BCARE B HEAT B, (H DR BT H1 I I H
Hold the first meeting to cover all requirements of the first meeting list, Note: Although
the depth of the discussion can be adjusted to the maturity of the organization, all listed
items must be discussed.
6.5.3 X HIERAGEREAT TAZN, DA DR YEERf IR AR AT 2 1) BE 5. SRR AT R S M
AR 2, I A R RIRRDPA BN G i ES, GRS A SR E
B R IC R AESR AR B AL AR . TR DAL
The application form information is collated to ensure accuracy and any necessary
changes. If any changes are detected that may affect the audit time, the auditor will contact
the office personnel as a matter of urgency. All changes, including those discussed with the
office, will be recorded in the audit report submitted. This review shall at least include:
1. PFEHEYE A B Wording within the scope of review
2. HHAZVO RN U B AR A SRR, A s A B . GRS, RSN AR
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6.5.4

10.

BYIUES VRS RS — K A L (I s AR s i, #
O AZ B3E B 7T B8 AN i RE S OAUETE L, (E 88 o A P 78 i R 9 [ 2 5 DA IE ST
FHVER—32. The scope of the audit shall state the content and boundaries of the
audit, such as the site, organizational unit, activities and process to be audited. When
the initial certification or recertification process involves more than one audit (such as
an audit covering different locations), the scope of a single audit may not cover the
entire scope of the certification, but the scope of the entire audit shall be the same as
that in the certification document.

W SONANE I HEBR I 2 (208 & Hya IR BT, JF B 205G H THIESEZ %K
B UEHE RAUE B, T AMAL 2% R Z %) A clause that is defined as not
applicable/excluded ((must be appropriate to the nature of its scope and supported by
evidence to support the clause, not just customer documentation reference)

T ANE (4E, FEERAG RS ) Number of employees (full-time, part-time and
temporary)

YRR (FZHERTHE RN BN 5240 Shifts (number of hours and personnel on
shifts)

HIH 3 T I HuE AT 215 2 List the address and contact information of the place
AFAR] BB )3 T . Any new or changed premises

JIT A A5 A An] B TS T RE - M I 2R R R Ta) CAEUR R ) R AR
ALk, K, N ERFR R &I TIFE . Any changes to the listed items may
result in a change in the duration of the current/future audit (from the original offer)
and therefore should be reviewed in a timely manner by contacting the Technical
Quality Department.

MR At B 22 4 8 TR 2 800, 38 2L 47 ) B e 9 L ) T e 5 il 2 R A B 22 4
B AR R GG S P AR 2% - The OH&SMS shall include activities, products and
services within the organization’s control or influence that can impact the organization’s
OH&SMS performance.

H 2 B HR MU A B 22 4 PRAAR 378 o O I I 37 BT S BEAT il o %, USRLE BA Rz
AT A R ERIESE. (UL IAF MDS 452K 9) Temporary sites covered by the organization's
OH&SMS are subject to audit on a sample basis to provide evidence of the operation
and effectiveness of the management system (see clause 9 of IAF MD5).

B2 BEAT LT I8, RS AN E B R SR ORI OSBRSS A o X

F A% R BE S«

Factory inspections shall be conducted and customer and key areas related to each MIS

standard shall be reviewed. This will enable the auditor:

1.
2.

R WHER I . Measure the size of the facility.
B 78 25 P A AR AT W R B R )8, BN Ab B AR A R, STRANSZ AR I A
Determine if the customer has any significant apparent problems, such as poor

handling/storage, uncontrolled documentation, etc.
W s fEm N, MR E, R B, ISMS 3% 45001 XU A G EE 1R A 2 15 4




Vi

Subiject:

W AH-4m*5 Document Number:  AKA-P-009 Rev: 4
L Prepared By: XAt KA Issued: 03/01/2020
VT Reviewed By: %k B Revised: 7/12/2023
fit#E Approved By: %4k ft Page 16 of 42

B 4%#8F Audit Procedure

6.5.5

6.5.6

M HIES THEMIEHE. Determine whether the identification of process inputs,
environmental factors, quality objectives, ISMS or 45001 risks and hazards is
comprehensive and appropriate to the scope of registration.

4. TR EANEIE B RE HEF UG A48 IERS ] Discuss multiple shift ranges and shift
start and stop times.

5. N Z/ANHBIESNEE S R (Bl A, 2B, B IREE) . Determine
appropriate clothing (e.g. safety shoes, safety glasses, protective clothing, etc.) for audit
team activities.

AKA FRiC, AATFRICAI AR VAIE S BRI 2 B8 4%, DUBRIRAT & AKA T2 .
DR ARSI A WS BIR SCAHAE B (B, ETS, ReAEHAE) Mg iR
BE (s, N, BRERAED

The use of AKA marks, accreditation marks and other certification declarations will be
reviewed to ensure compliance with AKA procedures. This will include documented
information observed through audits (e.g. forms, certificates, packing lists, etc.) and
customer marketing materials (e.g. websites, brochures, signage, etc.)

HRZITER O EETR, WS, XEEE (RIFARERERD L
SRS T — SO 45 R U B D BUEBLAL, SR PDCA GiHRY, BT, R,
178N JIEEAT o IXRERURT LARAIE I B A RE AT ER, R, 45 RNt .

The audit methodology will include direct interviews, process reviews, reviews of
document information (retained and retained information), and validation of expected
results areas. Except in rare cases, the audit shall be conducted using the PDCA (Plan,
execute, inspect, act) method. This allows you to validate the expectations, contacts, results,
and improvements of the audited samples.

1. HR - EsE TR Bbs, RN, BRSO AR TR (Bl G, B
i, RS, WRRISCRAH (Fn& AT R, Ykl RE, /=i RldE JE
WEHE,

2. Planning - First identify the objectives of the plan, process inputs, objectives and
resources allocated to the process (such as people, infrastructure, environment, etc.). It
is important to identify supporting interactions (such as contracts/orders, materials,
procurement, production plans, etc.).

3. AT - EBRAEE ARV PATIE SN BT MU 18D, DURHIE R R ST 15 P
AR . Execution - Observe the operation process and interview the person (not just
the supervisor) performing the activity to verify compliance with the requirements of
the procedure.

4. fuf - RAEREEMN B A s, AESIEN T, XNOREAGRET), wAgE
¥, PR ERE, TSRS . Check - Check process records against established
goals. Where appropriate, this should include personnel capacity, equipment
maintenance, product yield/scrap, delivery performance, etc.

5. 473 - HZAE SSTRUKF _ERCREUEIATE) i€ an el A1 B R4 R 4R i)
AR H AR7KF Ciff 72 75 SR U e 2 3 iR s SRk o % 538 5 B 78 iR
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6.5.7

6.5.8

B R it 2 1518 2, 15 A ZUR1 /808 P 1 EE A — 2. Action - Review actions taken
at the level of performance excellence (determine how to use it and drive system
improvement) and non-target levels (determine what appropriate actions need to be
taken to improve performance). The auditor will need to determine whether the action
taken is appropriate and in line with the organization and/or customer expectations.

LB T RE, IR TR B CRIREA . NAZLE PRI LSRR AR Ui F) W 52

IR AL (P, KB/ERE S, PR A

Audit activities will be based on sampling, with the audit team responsible for selecting

its own samples. These samples should be selected to bias observed organizational risks (e.g.,

large/complex customers, customer complaint history, etc.)

1.

M

N T IREH LR, SR NIE R MR SIS SRR 2RI A, AR R
AR R R, SRS B H LU RE DAR AR AE SEILTE B R AL IA T 3K . To improve
the effectiveness of the audit, the audit team should select a sample near the end of
the implementation activity, look at specific requirements in the customer contract,
and then look at the organizational processes to ensure that requirements are
communicated in the implementation activity.

B A% A N AR AR 0 S U /R o AL RIE IR AR, IR AR T . A E

A 1] R 5 R AR I TR A A% DRI o A 5 S B R R 1) e DR ) T AT

JAEIK) PDCA B A% 14 ) A 451«

The auditor should always try to establish rapport with the respondent/auditee and try

to reassure them. The moderated party is more willing to answer questions because it wants

to use conversational auditing by asking questions. The following is an example of a problem

that can be used to perform a PDCA audit of the process:

1.
2.
3.

BT BT 4 TAE?  (BiAN) What kind of work do you need to do? (input)
XL MR ELSR 2 (3210)  Where did these things come from (interface)

TS TARE RTINS 2 A4 2 s anfeanid 5 O84S 4?2 CHAR/ KPD What are the
expected outcomes of your work? How do you know when you're doing well?
(Target/KPI)

BEHATH PR T FiE e 4? Ui, f8/1, KBS E) What steps
do you take? How do you know what they are? (Ability to do, record information)

W T EAB? (AEKMAMYIESR ) What if something goes wrong?
(Nonconformance and corrective action)

AN B2 S B A B TAR RAS I GBI, RS, FCED How will others
know the status and progress of the work you are working on? (Communication, status,
configuration)

R TAEBEEsSh W FE B SEE B AR 2 (&N, Hix, BEE) How does your work or
activity help you achieve your goals? (Awareness, goals, policies)

IS A FRERHOTEBITR? (%, A& What documents do you fill in
to show that you have completed the project? (Results, not applicable)

FELE AR AL R, A% GO DRUSCER R W IR T RAE A AT S, PPA AR A T 22
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6.5.9

6.5.1

6.5.1

Ko R HHIRIUESCRREARE (Flan, a0 Fas &AM AR IR AR AL AR T B, A
DA BELRG A IX L PR AL RS ) BT M RS2 4Ed . ) Before completing the audit, the
auditor will ensure that sufficient evidence has been collected to demonstrate
compliance and evaluate all requirements of the standard. Note: Make sure that the
validation support process is in place (for example, if you check purchase orders from
external providers, it is necessary to check the eligibility of those providers and their
ongoing maintenance).
HARZ VR “ 4 R R 7 SR R R IR - ARG TS, T kA
AT 7R 725 WL BJAE 38 SRAIE SEFT 52 1 B 3 5K A0 A AR IR AR « B ORISR 1 i X HOESE , DA
AR LAAIE B Y0 Bl ) SR A 5 o R b vl (N BB FR s % ) SR DA bR B R -5 M%) Y
—HE. NESAHEEWHIIEE, EAZEMIRE A B/ ZER EE B, W
P2 B, ks, FHESE .
The auditor will use "show me the philosophy" to review sufficient evidence - do not take
the client at his word, but let them present objective evidence to substantiate the claims
made and the process followed. Ensure that the audited evidence is documented to
demonstrate scope support and conformance to audit standards (internal procedures,
customer requirements and standards requirements - minimum). Care should be taken to
include sufficient evidence, but not to capture proprietary or controlled/controlled
information (e.g., export controlled technical data, prices, profits, etc.).
0 JETHRIT R iR E DL SR, (HAFE LR o LR 2K
The following requirements must be covered annually, although the plan may mandate
them:
1. WESHZMEHEPES Internal audit and management review
2. HAZKHEETH A% A R AR S TUREL 45 i Audit actions to be taken in response
to non-conformance identified in previous audits
3. #UFAEFE Complaint handling
4. EHARGESSIIEZ T H FRAAE N AE B 2R 48 746 R 07 TH A 20
5. BEFRE3t i RIiE S id #2 Effectiveness of the management system in
achieving the goals of the certified customer and the expected results of the
corresponding management system
Fr4liz2 5 51 Continuous operation control
H %L B 2 Review any changes
o i B A B AN /80T Ar] HoAth 2 25E B Use of the mark and/or any other reference
78 b 1 B2 b Rl B AR AT R E T TR I R, SCHR I R Bt R ST . Any

program-specific requirements identified in this process support the process or

L o N o

program document.
1 XPNIEVEH /P T B AT 18, ORI F R & 2

The certification scope/site sub-scope is reviewed to demonstrate that the scope is
appropriate

L AT/ BI PTISUETS B3 TEH,  JF AR i . £ A B8 R St B
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RIUERNE B & A T2 1, I H 2 R IVEH N 55 A2 R4 38 ()35 ) 28] 7
1025 50, B AZ UK IE A B AR 5 & ()i, 1@ AR B R ) . Grant scope for verifiable
activities performed/observed and based on evidence. It is not acceptable to include
unimplemented or unverified activities within the scope, and the auditor will notify
technical Quality when a discrepancy is found between the scope content and the
activities observed during the audit (for example, through the change sheet).

BEOCHAZ AT A 2 08 IR RAIE VS B an il nd S A% AT IR UE R, DA IR EEAIE
P25 H A G5, 770, 3R, IR%EE) #HECEK. Each audit shall have sufficient
evidence to prove how the scope is verified through the audit and what evidence is
associated with the audit products (activities, products, processes, services, etc.).

N AR B H e S R B R R 1) 2H S Rk 45 Dy SRR A L T B A 0 E
#E. Organizational processes defined as critical scope processes from the audit matrix
will include evidence of evidence audited to support the registration scope.
MMM I FE, XHE BRAR R 1) 25200 Influence of organization's outsourcing
process on the effectiveness of management system

1) RAZHM IR IRRE BGOSR, RIERAF AN M IEYE : A DA RO E
TR A R 7 SO HTE ], CA ORISR AL ER RE B AR A S0 B B R
Rt CELFEAH ) JL i A g SR S 7 i AR 55 B RE 0« mlids il LA R i B 3R
[ OHS AU, AR VA IESR ) P4 RIS . If an organization
outsources part of its functions or processes, shall obtain evidence that the
organization has effectively determined the type and extent of controls to be applied in
order to ensure that the externally provided functions or processes do not adversely
affect the effectiveness of the MS, including the organization’s ability to consistently
deliver conforming products and services to its customers or to control its
environmental aspects and commitments to compliance with legal requirements.

2) X Qms FEMS, R IETEAL R PR R EA R, AR 4
PRS2 S L 51 5¢ HARSSAT L s A a2 2 5K T T A XU BEAT A B . X m]
PAELFE OIS 77 A R KT B B A5t o 2% 18 31 ZH 2 B B 2R 3 RS0, 458 0o L i
AN, T HIFEHALR B SHATIXES (OMESD W63, P IE AR E SR i it
T3 HVE AR ZR o AR 0T XU 3 — BRARE, N € ARART BAIN ) B A% N 8] . For QMS and
EMS, AKA will audit and evaluate the effectiveness of the client's management system
in managing any supplied activity and the risk this poses to the delivery of objectives,
customer and conformity requirements. This may include gathering feedback on the
level of effectiveness from suppliers. However auditing the supplier’s management
system is not required, considering that it is included in the scope of the organization’s
management system only the control of the supplied activity, and not the performance
of the activity itself. From this understanding of risk any additional audit time shall be
determined.

3)%F OHSMS, UK AZAVPANZHZK) OHSMS o FMELYE 2 & B A 2k, LA
FAMLIE BN H B SR AE R OHS SN A 14 R By Sk i XU o For
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6.5.12

OH&SMS the CAB will audit and evaluate the effectiveness of the organization's
OH&SMS in managing any supplied activity and the risk this poses to OH&S
performance of its own activities and processes and conformity requirements.

) XA RE BRSNS B 77 Rk P ) [ 58, 5T LUR 9% This may include
gathering feedback on the level of effectiveness from suppliers, based

ALV X LLAMERBETT HIPEAN . B3 GG AL P TEA A ST HEI, X e
J& LM 14 RS 8 SR SR AL IR RE B AR R RE ) B, S5V SR —8, M On
the criteria applied by the organization for the evaluation, selection, monitoring of
performance, and re-evaluation of these external providers based on their ability to
provide functions or processes in accordance with specified requirements, in
compliance with the legal requirements

AMEREETT T REXTAH A B & OHS KU IR fE S 7 AR AR i ) XU . On
the risk that the external providers can adversely affect the organization’ s ability to
control its own OH&S risks.

b) BIRAERXT AR BT B PR RSE A%, 9 7SRRI S R T R
A%, B2 OHSMS Y XA 45 S ER AL TT A A2 BHR B A 2 il 3R AT H A%
BETHL oHsMs JulE Rt FEH LU R B AR AL R N D1 SRk ViR 2
PLIEAT AT TH) OHS EiiH. Although the provider’ s management system is not
required to be audited, the CAB shall audit those controls that the organization has
implemented for the processes or functions included within the scope of the
organization’ s OH&SMS, which have been outsourced to external providers to plan and
complete an effective audit. The contractor’s personnel who operate at the
organization’s premises, on processes included in the scope of the organization’s
OH&SMS, shall be interviewed to evaluate their OH&S awareness.

©) AKA NRERSLE S 1277 RAER AR TP E, I HAE R SAIGMER . B
P AE BRI B S PR B AZ R0 6 Hi A% 52 . Should establish this during the preparation
of the certification programme and further verify it during the initial audit, and before

every surveillance and recertification audit.

FERANH LGS, 5% 7 MRS . XNIZERE SR A 3T A H

WEFZZV FHZ DRI A S/ B LR . ST B S TR T #
SERPATTAZRE R, W NAZA S EE RS

In the whole audit activity, continuous communication with customers is the key. This

should include a daily status audit meeting with customer personnel to review any

nonconformance and/or audit leads that have been identified. Customers should not be

surprised, given that results are communicated publicly throughout the audit process.

1.

BRIV SRR, (BN 24RO/ 24 R, 77 83 A ), o A% B3 N 37 B
% P HGIRR N CLD A FH g R o B2 7 AR A FRAL BZ A R, 231y
1% % FEANFTE Tl When an urgent problem is discovered (e.g. unsafe conditions/safety
issues, product escapes, etc.), the auditor should immediately notify the customer to
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6.5.13

6.5.14

6.5.15

organize contacts to reduce the risk of an accident. Nonconformance will be considered
as appropriate even if the customer has addressed the issue internally.

AL AR DR S AN AL RN, DUEEAE 1925 7 JR 7R BT B A A A R . The
audit team leader will coordinate the audit team's time to review and audit findings
before presenting them to the client.

IR KR, FHRRAKA SR F AL AR R THF A B4 Ak e A B 0
Ti R AR R WORFEWIE XD IT AR, HHEE BN, R
LR, JAZ 53 AT DA FEAT FA NN 135 LA 7] B In case of conflict, the audit team
leader shall have the responsibility to resolve it. It is never acceptable for audit team
members to argue or disrespect each other in front of clients. Note: If things go this way,
consider a "timeout", in which case the auditor can engage in a private dialogue to
resolve the issue.

FERR W, B AL

Prior to the last meeting, the audit team shall :

PR IIE 15 SR FFUERf . Ensure that the certification application information is
accurate

HRAE B A% 25 R SR AR R R /R P o X% R AR, ANRF A H A B A ) AR
o, X AR T 5 A AR B /T E R L AT S5 84 % . Update the audit
matrix/procedures according to the audit results. This should take into account risks,
nonconformities and other upcoming changes that may require adjustments to the
audit matrix/plan for subsequent audits.

Xof HEHT A% H R B R U, o A B R R IR AR T SR AR AR A AR S A A S, I
KAFFE59%;  review the audit findings, and any other appropriate information
obtained during the audit, against the audit objectives and audit criteria and classify
the nonconformities

E G AL FE T WA B B, B AZ S5 1R IA B — 2 agree upon the audit
conclusions, taking into account the uncertainty inherent in the audit process;

AT R EREEVE SIS —3X;  agree any necessary follow-up actions

BN AT R E B, BRBMET AR R R Pl BB (Bl GiETs
B A% TR Bl H L B . B A% 2HEE /7). confirm the appropriateness of the audit
programme or identify any modification required for future audits (e.g. scope of
certification, audit time or dates, surveillance frequency, audit team competence).

BAT TR, Wi T “RIREW” M A 25K

The last meeting was held, covering all the requirements of the "Last Meeting" section.

ST N R A 58 8 R 5 B ) 2R 5 2 A% S0

Try to arrange follow-up audit events based on the tentative duration determined in the

day chart.

6.5.16

HAZ AR
Audit report:
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HARZ A e B AR B GR, JEXS HAR E ABATT, BRI R B A
R TRTRHARITEM R IC . T8 B2 E] ERP R4 H The audit team leader finish the
writing of audit report, and shall be responsible for its content. The audit report shall
provide an accurate, concise and clear record. It shall be submitted to the ERP system
AR E MAERKSVUER-E (7)) AHPTH NSRS, IR BER S RIS R . AKA
EH I EAZRE I FITE . The report shall be submitted within 7 calendar days after
the last meeting and a written report shall be sent to the client. Ownership of the audit
report shall be maintained by AKA.

B &, SRECH) FRS B IGIE/ W IEIRASHI/ET 8 M. Any changes to the
customer, associated FRS or its authentication/authentication status will be captured.
AR o A% 5 SRR AL o A S A S SO N /s R I R ) B, HEATRRR
B A% ZE, Based on the audit results, it will include the auditor's recommendations:
change the reasonableness of the increase/decrease duration, conduct special audits,
etc.

s MALHE: Reports should include:

a)  RTEIRRFTGIE S A RAER B LU N7 A SRR S 45 A
statement on the conformity and the effectiveness of the management
system together with a summary of the evidence relating to:

1 EIRR R G ESR AL IS SR ARE ) the capability of the
management system to meet applicable requirements and expected
outcomes

2 WNEBHZANE E RS AL R the internal audit and management
review process

b) XTINIEVEHE B MHERISE 18 a conclusion on the appropriateness of the
certification scope

c) MINETIAR|E HI. Confirmation that the audit objectives have been
fulfilled

d)  H T HTEAE R R (e TE G B R I ) A A
BSR4 BRiR ) Reviewed all evidence of
legitimacy for the non-applicability of the provisions(Note: Evidence includes
the auditor's confirmation/observations at the time of the audit and is not
merely a statement of justification to the client)

e) AR LRI bl 2y, (EA R R BAR TR IMNE R . The audit
team may identify opportunities for improvement but shall not recommend
specific solutions.

6.5.17 HZHAEATES 7 DL 7T B (F A P R R U 0] ) S, BRADL AL
YT N REAU S FITISS o R0 L DR 126 96 B 4 L RE 0 BN R SE T G 2R TR B . AR
A% 21 T SRR RS S A2 DA LE B % 52068 FH SGEESR B 5 B A A AR R R E

Where any part of the audit is made by electronic means or where the site to be audited

is virtual, Assessment Dept. shall ensure that such activities are conducted by personnel with
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appropriate competence. The evidence obtained during such an audit shall be sufficient to
enable the auditor to take an informed decision on the conformity of the requirement in
question.

6.5.18 SM H 1% SM Audit report

HAZAR S N TR, DLSCRPAIERE o S A AR S B AL S VAIETE I 5 €, 38 A Bl
FEATAR T, JFH0 I P TRELAE Y B o A B R P A Y B o A% 7 % Aty L LA W A AL %
SMS IERIHERE B, PARAESEIZMER SRS R, ZAIESE N AR5 SMS B St 1A
BRI R IR & FISGHENL 2 ) R4S . The audit report shall be of sufficient detail to support
the certification decision. It shall contain the certification scope definition with a reference to any
changes in scope and descriptions of significant audit trails followed and audit methodologies
used. The report shall include the audit team’s recommendation on certification of the client’s
SMS, within formation to substantiate this recommendation. The substantiation shall include a
summary of nonconformities and opportunities for improvement regarding the implementation
and effectiveness of the SMS.

6.5.19 ISMS HH HZ R - HFHE B R Special requirement of ISMS Audit report

6.5.19.1 HZIRE R E 6.5.16 HIZR, ERFRME LU TE BB X LEE BT H In
addition to the requirements for reporting in 6.5.16, the audit report shall provide the following
information or a reference to it::

a) FRAIUH, PR T SCHFE 2 an account of the audit including a summary of
the document review;

b) X% G B2 A A A A AT IAUE H A% B9 U B an account of the certification audit of
the client’s information security risk analysis;

o HHZIHRIN WS (Flan. e T0E K3Esh FAE 2 5 2 5E /DI TE]) - deviations
from the audit plan (e.g. more or less time spent on certain scheduled activities);

d) ISMS VL the ISMS’ scope.

6.5.19.2 FHAZI N TR, AR BIAISCRRAIE S E o AR N AFE The audit
report shall be of sufficient detail to facilitate and support the certification decision. It shall
contain:

a) PR A IR 3 Lo A% I 26 A1 B 48 FH 1R B A% 57 significant audit trails followed and audit
methodologies utilized;

b) JERHIMESE R, WHEILEEA (B, EAESRRIL MO (B, wBE

FIAFFE) observations made, both positive (e.g. noteworthy features) and negative (e.g.
potential nonconformities);

o) X ISMS HUEESR AT S IERIPH B MATFERERE WM . Brgl I B)dE
FATEFS B RRAS , LA RGE R, 5% 7 DA DGIE #7A% 45 R IGAE A F 0 R comments on the
conformity of the client’s ISMS with the certification requirements with a clear statement of
nonconformity, a reference to the version of the Statement of Applicability and, where applicable,

any useful comparison with the results of previous certification audits of the client..

6.5.19.3 SERMIHE . M ETH R WHELR. HEBE 2 10 AT L R 5 10 8 %k
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T —ER Iy MR IR B TTVE, IR SO AR SR AE UE RERE R 4 R i 4.
FEF IR, A RO BIREAS B (5 B R0 35 7 B A 4 5 BOHARVGIE BER . Completed
guestionnaires, checklists, observations, logs, or auditor notes may form an integral part of the
audit report. If these methods are used, these documents shall be submitted to the technical
Committee as evidence to support the certification decision. Information about the samples
evaluated during the audit shall be included in the audit report, or in other certification
documentation.

6.5.19.4 75 N &2 B N B AHZANEAR R 78 70 1, DAEXT H 1ISMS #7450
The report shall consider the adequacy of the internal organization and procedures adopted by
the client to give confidence in the ISMS..

6.5.19.5 H 1%k & 148 ML $5 the report also shall cover:

a) KT ISMS ZRAE B2z R Hl I SEit 54 AER) . sE RS (IEH B A 17
M) IFEE a summary of the most important observations, positive as well as negative,
regarding the implementation and effectiveness of the ISMS requirements and IS controls;

b) HZHAKRTZW ISMS ZEHFUIEREW, PLASCFRHZEWHEE the audit
team’s recommendation as to whether the client’s ISMS should be certified or not, with

information to substantiate this recommendation.

6.6 NCHEHF NCmanagement
6.6.1  HEATFEL, TFERGR UL I FE 980 73 TE R, FAE A T R LI 4fE SR I S
PR . AATFE L E SR B
Write nonconformities, process descriptions that indicate which procedures are
partially invalid, and what evidence is used to substantiate the statement. Give reasons
for selected levels of nonconformity
B BER: 150 9001 1 9.2.2¢ T ERIEFEN AR E ML b, DA R AT AT 5
M) MR A IEM . For example: Requirements: Section 9.2.2 C of 1SO 9001
requires the selection of internal auditors to ensure the objectivity and impartiality
of audits performed.
AN G A& R IA . 3% R A DL IR A IR AN 2 W B B OF AN 8 el A
Nonconformance description: The process of selecting auditors to ensure
impartiality and objectivity is not fully effective.
FMAEHE . 55T RN R 22 B0 R IR A2 AT 7 N # i . Objective
evidence: The purchasing manager responsible for the purchasing process
conducted an internal audit of the purchasing process.
XAE T EART G, BUNTEPIAE R A EB 8 A s b, i fABL A 5 B A
B A% 9%, This is not a Major nonconformance, as in the two-year sample of
internal audit records, the issue appears to be related to only a single audit event.
6.6.2  WIATFEIRRN T, ER I, FEW IR
If the nonconformance is identified, it will be written clearly.

1 A& T 1 30 I A Wy AN 22 56 3R WA K AT g 3 B R 2Kk 3. The Minor
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6.6.3

6.6.4

6.6.5

6.6.6

6.6.7

6.6.8

nonconformance means that it is unlikely, through judgment and experience, to
cause system failure.

2 PEARTEIURTE RGBS, AT CTZ0 2 K o B0 FE T R )
ZARAFFE TR R/R RGNS, BTN E N — N EH ARG The
Major nonconformance term refers to the absence or overall paralysis of the
system, so that the requirements cannot be met. Multiple general
nonconformities to a requirement may indicate an overall breakdown of the
system and thus be determined as a major nonconformance.

SOl AT RESAE S RO . B BIERICR, EASUAFTETTRH, A
TR .

Improvement opportunities may be identified during the audit. It will be logged by the
itinerary, but will not be left with a non-conformance, nor will it require a response.
FERLEAF LU, AT AR AT B A% . XA G DL IR B T Re s RERARFEI (B
PPN A D B S N L O B A AR AR R R, hoE 6 L W R A A BR A 2
HE O JE AT . 1Ry BOPT REALHE TR

Under certain circumstances the audit may be terminated prematurely. Reasons for
this may include: A large number of nonconformities (minor and serious) directly reflect
the failure of the quality management system, and the decision to terminate the audit
must be made in consultation with the management of the organization. Terminated
differences may include suspension of certificates.

B VSR AT R R R AKA BRRFE T e SO R AT Ab 3

Customer complaints against non conformances will be handled in accordance with the
process defined in the AKA appeal procedure.

FEFTATEOLT, #FEMIE GEX RS, RA R LR X R AR
R B, DARTIEFR RO A R BT A IERAER R H FAE, BT
FR I Bl AN [R] o

In all cases, correction (action against problem), root cause and corrective action (action
against root cause to prevent recurrence) is required. Note: due to the different
purposes of correction and corrective measures, the activities to be performed should be
different.

XTI BAIEBRGER S (B, BB 2, YRR ERAERE S, bk oss),
FEHENIE B YERT Be 2 1, A AE g o O A AT & T

For all audits with certificate decisions (e.g., phase 2, re certification changes of scope,
address changes, etc.), the released non conformances must be properly resolved before
entering the certificate determination stage.

AL AR fa, ALK NAE R S 5 RNBET PR R IF e 45 R . H
AR VRS Fr iR LRI TR, JFRIOR CSEhERaiE, ARRPTRIR AT & 2 AL,
FREEHBRA G R . FAZ K AL EA T VE YR, DAIEBX — . QM E
AFFE, EORZ AR A S e A A St . PR OSSR, MR N 15 0
EaR
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After submitting the customer action report, the audit team leader shall review and
record the review results within 5 days after receiving the report. The team leader of the
auditor will review the evidence of the measures provided and ensure that the measures
have been implemented to solve the described non conformity and to eliminate the
causes of the non conformity. The audit team leader shall record the evidence reviewed
to prove this. Close the serious non conformity, and arrange special on-site audit to
verify the implementation of the measures. The audit team leader shall inform the
results of the review to the clients.

6.6.9 EWAET KM HAZ (FIan, KB, FIESE) NRHFEA BT RAIE .
FERAG AT DLHT B 25 B TR DAPE S SE B3, A SO e URT AT S 2 T
KA IR RO AERITE DL, A% SUR AR & 2 0] L T R A AT S I
R TR ML (EREI SRS ) 5 8 AR AT & 10
Continuous effectiveness is usually verified at the next on-site audit (e.g., next
monitoring, recertification, etc.). It is required to check the previously reviewed evidence
to review the implemented measures, and the auditor will review whether the previous
non conformance occurs again. If a recurrence is found, the auditor will reissue the non
conformance at the appropriate level and consider other non conformance items for the
invalid corrective action (invalid implementation evidence).
6.7 AIEHRE
Certification decisions
6.7.1 IAIEJE K B35
Certification decisions will include:
1) EHTTRER
Applicable program requirements
2) MRAEFEZARGEE, PFRITHHE R . AR AR B2 U E UIE 2K Y
W ENEGL. BR 1SO/IEC 17021-1 FJEERAL, AR E 3T 87 B i b B AR AN 2 P A B A 2R
yoitpliBURINTIRIUEE NG
Based on the auditor's information, the audit conducted by the review is appropriate. The
information provided by the audit team is sufficient with respect to the certification
requirements. The certification decision shall be based, additionally to the requirements of
ISO/IEC 17021-1, on the certification recommendation of the audit team as provided in their
certification audit report.
3)  wAGEH, FrRATHIANRTE N A B AHE SRS A5, JFH OF AREHT T “HAEK
W AR,
If applicable, the issued non conformance shall have the appropriate level of information
provided, and OFI cannot be used to "soft grade" non conformance.
4)  FHIHI OFI f&FEE 24
The wording of the written OFl is appropriate.
5) Bz G /ATRIEEY] T TR R E A T 2SR, I R E AR SR, AR IE
AR R
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Audit Reports / plans demonstrate that the required audit time has been achieved, audit
objectives have been achieved, and there is evidence to demonstrate the effectiveness of
the process.
6) RALHIEYERBIFT &Y/ TG .
The evidence provided indicates compliance with the scope / sub scope.
7). NTHAMEARNTE, CHE. B T Y ERAEE . ST REMARTE,
OV BN 7R PO A IE A IEFE T THR o X T 28 B B i i, AR & R EARIK
SWHIZNN ARG 5525 — I BB d .
For any major nonconformities, it has reviewed, accepted and verified the correction and
corrective actions. For any minor nonconformities it has reviewed and accepted the client’s
plan for correction and corrective action. For the second stage audit, serious
non-compliance needs to be completed within six months of the final meeting, otherwise
another phase Il audit is required.
6.7.2 NERE N ZRZERERENANG, TR (FRZRSFE).
The certification decision-making personnel should be competent personnel. See the
regulations of the Technical Committee for details.
6.7.3 WHIEIL T, X4 T IEME E BN 7 B0 A 2 AN BLHER B R AL R Dt g 1. a2
RAEIXFRIEOL, AKA R HAE HHERN A ) e B PE, R 522 1% The persons or
committees that take the decision on granting certification should not normally overturn a
negative recommendation of the audit team. If such a situation does arise, AKA shall document
and justify the basis for the decision to overturn the recommendation.
HA B2% 7075 HUESR UIE S2 8 BEVE B AP 0o A% B 22 HE D2 SE i, HOR A U IR R A3 20047
A 0] [ & % TN Certification shall not be granted to the client until there is sufficient
evidence to demonstrate that arrangements for management reviews and internal audits have
been implemented, are effective and will be maintained.
e FE5E 2 T BOTIRZ BT, AU 28 1 B BOdEAT vReE, DA ORIE E B QMS Ab T Bl Z0IR A,
X pUREZE, R vr, WA BT “BXHE7 — BB, ISR A it
Note: it is important to review stage 1 before stage 2 begins to ensure that the designated QMS is
in place. If the plan permits, the "back-to-back" stage | or Il can be implemented and approved by
the technical committee.

6.8 IEPMAK certificate issuance
6.8.1  EPBHREEMAE, BEKIER. FN GEBEEELESH).
When the certificate decision is completed, the certificate will be issued. For details
please refer to the {certificate management instruction)
6.8.2  IEPMEEAEINIEREFH 10 4 H P H A Lk CNCA.
The certificate information shall be reported to CNCA within 10 calendar days after the
certification decision.

6.9 TREFIAIE Maintaining certification
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6.9.1 FEUESEFRIEZR P HRFSETH L 8 BIAR SRR HE R 5 IR R L AAIE . BORZR T4 ORSEHE
ZEAZ BN ) KRR A% AT A ST B R AP . Maintain  certification based on
demonstration that the client continues to satisfy the requirements of the management system
standard. The technical committee (the personnel who have not carried out the audit)
independently review and decide on each audit.

6.9.2 X AR EAKFE BH A AT 83 BOEHF BUREH UGERIIE L, H R R KA
AL IR BB B AR , 2R RS B R ) HARSE 12 W B N AT 5%, LU
ERESIREFAILE;  For any major nonconformity or other situation that may lead to suspension
or withdrawal of certification. The Assessment Dept requires the audit team leader to report to
the audit department manager or Vice GM. The audit package shall be reviewed by the
competent technical committee who have not carried out the audit to determine whether the
certification can be maintained.

6.9.3 HIE KR SIHIBORZ A2 N U0 B B R S AT VR, DABIA VRN S E A otz
f£. The competent technical committees do the monitoring of its surveillance activities,
including monitoring the reporting by auditors, to confirm that the certification activity is
operating effectively

7.0  EZREIRIER Audit types and requirements

7.1 ZFE—BBt: The first stage

711 BBrBE R H AR A TR T B EAA R, RN SR TR AT LYK

SEEMHERE, ROV L RS T Bt R A
The audit objective of the first stage audit is to confirm whether the customer can
continue the registration process by fully understanding the customer's management
system, and provide the auditor with the focus of the second stage plan.

7.1.2  ATRAHATERSLE) “HIHHEZ 7, AR AEEEE ARG . AT RIER B 1 ZRTEIL

Wre s, H BRI RE PRGOS B — 8. XA BMEIIAEN B 18— R HAT
A separate "written audit" can be performed, focusing on viewing management system
documentation. It can be done on site before phase 1 to ensure consistency of
management system documentation information. This can be performed as part of
stage 1.

713 BPrBE R AR KRB LR N BT, (HE R AN 5] A T ) 5096 .
The first stage audit is usually carried out in one or several days, but it usually does not
exceed 50% of the cited audit time.

714  EAHR, AR
Through the audit, the auditor will:

7.1.4.1  PAT “BIAERE” o HIEKR
Implement the requirements of the "site audit" section

7.142 BEREFHELE R
View program details

7.143 EEFSHEEAGTIA/ESAEEE, XSS 7800 2 7 s tERTEH]
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WRERENEINER
Review the customer's management system manuals and / or written information to
confirm that these documents fully meet the standards and applicable legal /
regulatory requirements.
7.1.44  VHEE P BN KA, ISR N RBAT IR, DA E 5 T B A B

L. R EAEE B RGBT R 0 BC A o 2

Evaluate the customer's location and site conditions and interview customer personnel

7.1.45

system.
7.1.4.6

7.1.4.7

.

7.1.4.8
Thb 2

to determine the readiness for stage Il audit. This will include a review of management

system resource allocation

WA TR REERG, AR B 2 R4 E A5

Provide focus for planning stage 2 by fully understanding the customer's management

F DR QAT — IR SE B A B B AR A e BE AR B A, RS IR R H A%, IR H O
BEXE AL BR IR T 11t

Ensure that a complete internal audit and a complete management audit have been

carried out, including the audit of audit results, and measures have been taken for the

defects found.

WRE A AR E BRI, % R RAERNE B G Cr, FFEMR S

If the client has a combined management system standard, the auditor will verify the

level of integration achieved and explain it in the report.
FERF A RVFEIIEOL T, S — W B A AT BE S TT AR TR 0 55 B B KR, RERX A%

B B R R

As time permits, phase | audits may begin to cover stage 2 requirements, although this

does not reduce the duration of phase Il events.
7.1.4.8.1 {E58 1 BB B EORANTT ZEAEI A 5 2 B BN s A IR R Wi A, (H2, W
1% ST DATE S 2 i B o A 300 R il RIS M e AR AR AR

Requirements completed in phase 1 do not require re audit during site stage 2 /

registration audit; however, auditors may take additional audit samples during stage 2

Part of the audit needs to be completed in the second phase of the audit

audit.
7.1.4.8.2 ¥y HH AL R 5 AR SR B B A b SE B
7.1.4.8.3 IR, K H O N

When problems are identified, concerns are raised
7.15 RS OHEEE:

The report package will include:
7.15.1

FIBIZR, TTHE S i BCi % Z BURCRIAT Bl VERL: B A%

AR E AR AT KRR R S S5 H 0 1R/ AT e A R ]

FE5 2 T BUH %2

R AR QO E B RIESCR AT S, IRE S EUES 2 B BUR H IE AT & 00

Areas of concern identified through audit. This is a list of problematic / potentially
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non-conforming issues based on the information that has been checked, and action is
expected to be taken before the second stage audit. Note: customers should be aware
that failure to take action on any identified areas of concern prior to the stage 2 audit
may result in a formal non conformance being issued in stage 2.
7.1.5.2  HIZAEET OHAERUEREE HHEFE SR
The auditor makes a recommendation based on the reviewed evidence
7.1.5.2.1 BENEE B
Entering the stage 2
7.1.5.2.2 AN 2 BrB, TEBEATER 1 BB — U7 1]
Do not enter stage 2, need to visit again in stage 1.
7.1.6 X TEAEBLIABEAT B — B B R L L 7.1.5 R R
For the off-site stage, the report required in 7.1.5 above shall also be formed;
7.2 FEBBL - 3 #% Stage 2 - Registration Review
721 B2 BB AL L H AR AR O SRV I CEL A VS D JRAR I A
X B R G AT, DAEATINIE
The audit objective of stage 2 audit is to confirm the effective implementation of the
management system according to the defined registration scope (including sub scope)
and audit standards for certification.
722 EEHR, AR
Through the audit, the auditor will:
7221 HAT “BIAHE” BEK
Implement the requirements of "on site audit"
7.22.2  HACRIEEE B BRSSO ITE QTR ) O AR E AR I
Ensure that all "areas of concern" identified through stage | audit have been resolved or
written as non-conforming items
7.223  BE PTG BIFF RS S AR R EOR, BA SRR S A AT
KK EFETA SRR, I ARG /AT IR, DUEH CARE R T FrERBTa K.
View the details of the application and confirm that the organization's processes and
their effective implementation are confirmed in accordance with the requirements of
the audit standards. This will cover all processes and evidence of compliance /
non-compliance will be collected to demonstrate that all terms of the standard have
been effectively resolved.
7.2.2.4  HATREHAT — IR TSR A RN e B R B A%, JF B OB AR B SR R L T
Bt VER: WARRTERGL MK HAUN A SRR, FFEAT A R AL BE
Ensure that a complete internal audit and a complete management audit have been
carried out and actions have been taken to address the identified deficiencies. Note: if
it is not completed, it will be regarded as unqualified condition and treated accordingly.
7225 MWREPFARAAFCSGHEHRS, W KRR C KN RGESRE, JFER
AT U .
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If the customer has a combined management system, the auditor will verify the level
of system aggregation that has been achieved and describe it in the report.
723 {EBBBE Y, SRR Sl ARAT AT AT REWI A ARV BT A ) R, T
H EHRI VRIS OL T D 9% St b b o A A ek S AT HAZ B L 2> o 2 ) AT A%
ARBHRZIF I AT S IR R . TEIRMEA T30, ik AKA P A M T HRIX — RS
FRHEEN,
In the second phase of the audit, the auditor will inform the client of any potential
problems that may hinder the certification / registration and (where the plan permits)
provide the client with the opportunity to suspend the audit event or continue the
audit. The customer can choose to continue the audit and resolve the problem through
the non conformance. Either way, it is crucial that AKA offices and customers
understand this.
7.24 BBk O A
The stage 2 package will include:
7241 ARERF CHZRE” WEE LEK (6.5.16)
Definition requirements of "audit report" part of this procedure (6.5.16)
7.2.4.2  {EIESIEOUT O RECK S 1 B BOCHE 1 SIS AN TR A
Where appropriate, areas of concern in phase 1 have been addressed or documented
as evidence of non conformance
7.243  HRZAFET OV HIEY:
Based on the reviewed evidence:
7.2.4.3.1 HEFEM
recommended registration
7.2.43.2 FETUHIARFGHICH, HEFFEM
Registration is recommended based on the closure of identifying non-compliance
7.2.433 HETMARMESFEMN (FIOT R
Not ready to register (start the process again)
7.3 WBH
Surveillance audit
731 MEERZEE R H R AR E SR AZ R AR A AR, B0 B LAY
MG CEFETIEED, X R RE RS R AT RS0, DU ORI EAIE R H
Bo N FEFIER P M A AR R AR 5T . The audit objective of the Surveillance audit
is to continuously confirm the continuous and effective implementation of the management
system according to the defined audit plan / matrix and audit standards according to the defined
registration scope (including sub scope), so as to ensure the purpose of continuous certification.
And take into account changes to its certified client and its management system.

7.3.2 MEE SNSRI S 8 PR R i 2 DCIERSHERLE ZORTFOL DL #i A% . IS S
APV a)iAIERIA ST T HSRIERS s b) B EIRIER O IS ER B ]
BEAEMEL WTD; o) BEORFUER IRESHLER (AR A 5D;  d) HAR IR
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W P 8 777k . Surveillance activities shall include onsite auditing of the certified client’s
management system’s fulfilment of specified requirements with respect to the standard to which
the certification is granted. Other surveillance activities may include: a) enquiries the certified
client on aspects of certification; b) reviewing any certified client’s statements with respect to its
operations (e.g. promotional material, website); c) requests to the certified client to provide
documented information (on paper or electronic media); d) other means of monitoring the
certified client’s performance.

733 MRIEHEZIERAEFHE S, WA ~6. 9 8L 12 MH, IFHERAH PiEsE
7 U
According to the definition of audit matrix / procedure, the monitoring period is ~ 6, 9
or 12 months, and the audit is expected to be conducted once every calendar year.
734  EAHR, #HEZARE
Through the audit, the auditor will:
7341 PAT “BUIAEERET B EIEK,
Implement the requirements of the "site audit" section
735  HRZEHERS IR EIE:
The Recommendation of the audit will include
a) ZEFFIE AR Keep the certificate effective
b) T IRBIARFG I ICH , HEF GEFFIE 4 R It is recommended to keep the certificate valid
based on the closure of identifying non conformance
c) #fF suspend
d) #4H4 Withdrawal

7.4 FFINIE i # Recertification audit

741 FROAUESERZA % H BRARYE & SCH o AZ VR SRR oA bR e, BTN EE SR

MG CEAETIEHED, X8 EA RA RS R EAT RS BRI . FRAIETSE 3 N

JEE FAR RAIE AR — M E AN IS8 B4R Bl AT B B Aty o M ER R A

L EVE PR RIS RIS (Amik A AR ) A B RN, PR IS iR EA S —

BB
The audit objective of recertification audit is to continuously re confirm the continuous
and effective implementation of the management system according to the defined
audit plan / matrix and audit standards according to the defined registration scope
(including sub scope). The recertification activity shall include the review of previous
surveillance audit reports and consider the performance of the management system
over the most recent certification cycle. Recertification audit activities may need to
have a stage 1 in situations where there have been significant changes to the
management system, the organization, or the context in which the management
system is operating (e.g. changes to legislation).
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7.4.2

FRE S A% S AFEE XS N H 7 H I I3A F#%: The recertification audit shall include

an on-site audit that addresses the following

a) ZHE W ERMIANEAR SR AN E B R B0 R, DAV GIETE B B FF SR ARG A
4; The effectiveness of the management system in its entirety in the light of internal and
external changes and its continued relevance and applicability to the scope of certification

b) £ E 5L KN OR FF B B AR R A RO OF Uk i AR R, DUSR R A ST R KV
Demonstrated commitment to maintain the effectiveness and improvement of the management
system in order to enhance overall performance

c) BFHARRIESLEIRUER P H b A FRAKR R WA 45 507 1H 1A 2P - The effectiveness of the
management system with regard to achieving the certified client’s objectives and the intended

results of the respective management system (s)

7.4.3 XFFANEF PRI EARE, PRI ES A ERS, HAEFRDGEE 2]
ARG 5¢ BT 24 1E A0 2 148 i B S2 it A1 36 4E . For Major found in the recertification audit, the
client shall take corrective and corrective actions, and complete the implementation and
verification of the correction and corrective measures before the expiration of the previous
certification certificate. ISMS 2B AFF AT, FOVFRHCA IEF4 i IR 18], 38 825 FEAH R 115 B
AR, S5EEZERNEMH 2, EHEZEHRE 20 REMi&H]. The time allowed to
implement corrective action of ISMS Major shall be associated information security risk,
consistent with the information security risk, the containment shall be completed within 20
days after the audit.

7.4.4 HIZ AR S5 10 K AL F:
The Recommendation of the audit will include
a)  FEHUKIEP Reissue certificate
b) T HAAFFERIFNM, HEFEIEM Registration is recommended based on the closure of
identifying non-compliance
c) HETMRESFM (FIRFFHZEFRE) Not ready to register (start the process again)

7.5 I IEAIE On site verification

751 IR RZA AL H AR oA O SR IR R A RS
The audit objective of verification audit is to audit the effective implementation of the
defined corrective action plan.

752 ZHRZNAERATANRT G I B AL S5 R ) 60-90 R INHBEAT .
The audit shall be conducted within 60-90 days of the audit closing meeting where the
non conformance was issued.

753  HRZIUFRIRDFER, NAEWESITIAET 1 FAR a2 .
The audit plan is required and should be provided to the customer one week before the
start of the activity
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754  ARYGIIEFHER AT EH IR

Hold the first meeting in accordance with the requirements of this procedure
7.55  PATHE R RERE “IIIES) 7, (5 H BRI UE TR AT AR S U SE RS O .

Perform the "field activities" described in this process, but the purpose is to verify the

implementation of the issued non conformance.
7.55.1  WBLZIEBSIE TR, VR L RRE AL SR RN A, PRICHIEH], Sk
M B R

As described in the field activities section, it is still expected that auditors will be able to
review the content of the application information, the use of markers, and change and update
the matrix.
756  MRIEHEREER, 247 T ARIKREW

In accordance with the requirements of this process, a final meeting was held.
7.5.7 IR RZ AR R AL

The report expectation of verification audit will include:
7.5.7.1  HOARZIES GRS RS L, IHERRZ S G P .

The audit evidence is recorded in the audit report and the acceptance is justified.
7.5.7.2 WRISUWEBIHIEDL, X HEAT IR .

According to the observed situation, make a written report on the summary.
7.5.6  QUERAENUEUEF 2 HIAT, AR 70 AR B R BN BRI IE X ™ AT & SE Tt A
Y IEAA RS, WIAHESE AR, FHEME 7RG 3. If AKA has not completed the
recertification audit or the AKA is unable to verify the implementation of corrections and
corrective actions for any major nonconformity prior to the expiry date of the certification, then
recertification shall not be recommended. The client shall be informed and the consequences
shall be explained.
757  A(EINERIHE, WERAERAE 6 DH WK BHAEFES), WA PUKEINGE, &
W87 22 A AT — I B BeA REVR S AAIE o IR 1 A2 2% H I REAS BT AR s HH, 2k
HIMNE T E— N AE . Following expiration of certification, the AKA can restore
certification within 6 months provided that the outstanding recertification activities are
completed, otherwise at least a stage 2 shall be conducted. The effective date on the certificate
shall be on or after the recertification decision and the expiry date shall be based on prior
certification cycle.

7.6 %% Transfer
7.6.1  VEN (AKA FRF O HERIFE T ).
For details, please referto  {AKA-P-021 Transfer Procedure)

7.7 F5EEE % Special audit
7.7.1  §RNETEH

Expand the scope of certification
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X T CAR T HIAE, RO R IAETE B 34T PR el IR AT S B A5 3, A

T SRR P T4 RHRE o XIS AZIE B AT DUMI & w A% R I AT
For the granted certification, the application for expanding the scope of certification shall
be reviewed, and any necessary audit activities shall be determined to make a decision on
whether the extension can be made. Such audit activities can be carried out
simultaneously with supervisory audit.

7.7.2 BRI B[R] 38 0 ) B A%

Audit with short notice in advance

DR AT AR 03 A (] 2 B0 48 5 2 P BEAT I R, T BE TR A S BT RN [
KBRS 7 5 BN AN SRR RS e AT %

In order to investigate complaints, respond to changes, or track suspended customers, it
may be necessary to review licensed customers with or without notice.

a) HHRZERRAESRAUERS FARAT T AR AE SRR SR N REAT 2K M Assessment Dept. shall
describe and make known in advance to the certified clients the conditions under which such
audits will be conducted;

b) T2 ik Z 0] B A% A B AT s SR B2, o AR B N AE FR VR B A% 2 I 45
L )RIE. Assessment Dept. shall exercise additional care in the assignment of the audit team
because of the lack of opportunity for the client to object to audit team members.

o) WA A T HERNAR 2 4 SR e B A, SR AR A Sl R AR,
R R A S R ™ L SO E W R RE R SRR IR R, 9 TR A B R G TR
W, BEERIEAT. HARBEIRN 2K AL RICRE %R In case of serious incidents related
to occupational health and safety, the client shall be required to inform the customer service
department in time. For example, in case of serious accident or serious violation of regulations,
special audit may be arranged to investigate whether the management system is not damaged
and whether it operates effectively. The technology and quality department shall record the
investigation results.

d) 512 15013485 4540 I [A]IE K1 1) HAZ AR R 4 The external factors that cause the
short notice audit of ISO13485, such as:

1. APERECE B S T b M B AR W BEAR R A] BEAF AE KGR available
post-market surveillance data known on the subject devices indicate a possible
significant deficiency in the quality management system

2. AKA FREURE BRI Z MRS R significant safety related information becoming
known to AKA

3. RAEEREM, XU CZIIENEORIECE AKA A1, FFEATREFZ M2 P 0k
BRI SRS R 52 significant changes occur which have been submitted as
required by the regulations or become known to the CAB, and which could affect the
decision on the client's state of compliance with the regulatory requirements

4. WA HE RS A IE A T S B 75 AT S AR NIA LR, ] RE TR AT R B
HAIE A1 #% . An unannounced or short-notice audit may also be necessary if AKA has
justifiable concerns about implementation of corrective actions or compliance with
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standard and regulatory requirements.

7.7.3 ISMS 5K 5 1SMS Special audit

IR Cald ISMS AERIZ 7 A AR R KB B, B0 A A RO FL AR R Al ) oAt
AR, JUHATHRFAH 1% . The activities necessary to perform special audits shall be subject to
special provision if a client with a certified ISMS makes major modifications to its system or if
other changes take place which could affect the basis of its certification..

7.7.3 1% LIk 6.4 I %R St
According to the above 6.4 site audit requirements to implement

7.8 Z I I 3 T w %
Multi site and temporary site audit
7.8.1 VEW (ZIIZIESEHIFEF)

See the control procedure for multi site certification for details

7.9 SEEF—1K R
Combined audit and integrated audit
7.9.1 VRN (GG HZEHIREF)
For details, please refer to control procedure for combined audit

8 OH&SMS HFFRE R OH&SMS special requirements.

8.1 HRMb A R 22 A HA R YGIEITETE & UM Legal Compliance Of OH&SMS Certification
8.1.1 I INIER AR, oA AN VE At A SV 7% & MM Ak B 22 4248 B SR b ofe b 55 v
BRI LR, I H AKA FEUE A7 &I BL ER 2 §iTAN54% T WIE - Through the certification
assessment process, audit team shall evaluate an organisation's conformity with the
requirements of an OH&SMS standard as they relate to legal compliance, AKA shall not grant
certification until conformity with these requirements can be demonstrated.

8.1.2 WIlEJ&, ZEHEATHLE I B A AR AE s A% N FIR B A T7 5 — 3. After certification, the
subsequent surveillance and reassessment audits conducted by the AKA shall be consistent with
the above audit methodology.

8.1.3 X T XA AL I Sia 47053l (L) ZAHAn T 37 R HR Y A R 22 4
B TR 2R ST 155 100 R DAY 22 ) BP0 R A A RO HR M e B 22 4 FIAA R A RO kAT
T HIHE . With respect to the balance between review of documents and records and the
evaluation of the OH&SMS implementation during operational activities (e.g. tour of facilities and
other work sites), assessment department shall ensure that an adequate audit of the
effectiveness of the OH&SMS is undertaken.

8.1.4 i LY LI A% [ T/E 2 B AT IR ) e P 2O POl B 2 2 BA R (OH&SMS)
FEVE AR A AU IR A7 T A AR VE RS A AL, R T RESEGUAMER B, I EOM
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FOGESTAE S R M5 O o HAZEAE SRR R AR AT S A R . XA AN RS T
AP X RZ A, H R AR R B B X R d R ARSI S AR . B0, Bt idiE ik
BUEDPANZRER, AREESASHZWT BB R AR TREM, 8 k% Rt
TE TREHB TR AH AL M TAE BN R PA K A% 1% #2. Too much of the audit time being
dedicated to an office-based review, this could lead to an inadequate assessment of the
effectiveness of the OH&SMS with respect to legal compliance issues, and potentially to poor
performance being overlooked, leading to a loss of stakeholder confidence in the
certification process. Processes are examined where they physically occur. This not only
means auditing production in the production area, but auditing non-manufacturing
processes in their respective areas. For example, do not audit design from the conference
room when the design process does not occur in the conference room. If the design process
occurs in the engineering department, then the auditor must examine the process by going
to the engineering department and interviewing relevant personnel where they work.

8.1.5 The auditors shall verify the management of legal compliance based on the demonstrated
implementation of the system and not rely only on planned or expected results, and make
sure the conformity is being maintained during the certification cycle, normally three years.
FAZ O3 SRR A 28 St 15 100 00 VA G RV R B AT 300, T AN T o1 Jal i)
TUHmEE R, B AT, FREVGERN B A=) RFF—8UE.

8.1.6 Any organization failing to demonstrate their initial or ongoing commitment to legal
compliance, shall not be certified or continued to be certified as meeting the requirements
of an OH&SMS standard by the Certification Body. Al A< GEIiF B 414G B4 S0 e VR S0
PEAEIZEZR, AR IEERAR SR RE I AT S R A B 22 4 8 AR R AR 2K

8.1.7 Deliberate or consistent non-compliance shall be considered a serious failure to support
the policy commitment to achieving legal compliance and shall preclude certification or
cause an existing OH&SMS standard certificate to be suspended, or withdrawn. = —T1
(AN RIS A AR R o i A v VA P A S T P R R, N BEL I DR B B A R
A 22 4 BRAA ZR AR IE AR 5 B

8.1.8 If the facilities and work areas are subject to closure the OH&S risks change, as there may
no longer be the same risks to employees, but there may be new risks applicable to
members of the public (e.g. in case of lack of suitable maintenance and surveillance
activities). The audit team shall verify that the management system continues to meet the
OH&SMS standard and to be effectively implemented in respect of the closed facilities and
work areas, and, if not, suspend the certificate. U5 5 A TAE X Ak A1,  HRMY {5 22
A RS2 RAEARA, PR ot 3 AT BEAS FEAEAEAR [ R XU, E AT g 2 37 ) XU od FH T
NAR (BN, FEERZ 38 2 1 4E A BTSSR E OL R ). AR ZH S BRUE B B R R4
A IO A B 22 4 BRAR bR, X T SC PN AR X 3802 BRI 8ekit, A&,
BAFUETS .




Vi

A4S Document Number:

AKA-P-009

Rev: 4

L Prepared By: XAt

A Issued: 03/01/2020

P Reviewed By: 4R

B4 Revised: 7/12/2023

fikiE Approved By: 4k It

Page 38 of 42

Subiject:

HIZFERF Audit Procedure

8.2 Compliance Criteria For The Certification Decision A IF 4 5E F) & 30 P HE )

8.2.1 Full legal compliance is expected by stakeholders and interested parties of an organization
claiming conformity with an OH&SMS standard. The perceived worth of accredited
certification in this field is closely related to the achieved satisfaction of the interested
parties in relation to legal compliance. 7 B 37 & BROMb i B 2 425 HAR R AR AL 1
BRI F AR 2 AH 5 T B 58 4l S E . DA AT DA UEAE X — 40Tk Ay S a4 {8 5 )
R AH ST RE G R PR R B B T AR OG

8.2.2 The organization shall be able to demonstrate that it has achieved compliance with the
legal OH&S requirements that are applicable to it through its own evaluation of compliance
prior to the granting certification. ZHZR N AEWSTESR TN UEZ B, a8k %) H A B R4S
R LA i R 1 T AR M A R 22 A i oK

8.2.3 Where the organization may not be in legal compliance, it shall be able to demonstrate it has
activated an implementation plan to achieve full compliance within a declared date, supported by
a documented agreement with the regulator, wherever possible for the different national
conditions. The successful implementation of this plan shall be considered as a priority within the
OH&SMS. UIRA LT GEAFFAVEEEM, W BESUE A C R sh st &l, DMEAEE A
M E AN SEI e A, FRERTRERIE N T, ARAE AN R A S 5 W LA Ak B i B
AR TR PR 8y S it SN2 A R A R Ak e 2 4 R AR 2R VR S Tt

8.2.4 Exceptionally AKA may still grant certification but shall seek objective evidence to confirm
that the organization’s OH&SMS: HIZMEHL T, AKA ATATE2TINUE, (HR TG REWIEYE, DA
INALZIRGHR M B 22 42 8 PRAA AR

a) Is capable of achieving the required compliance through full implementation of the above
implementation plan within the due date, BE#%7E 2 H P41 S0 _Eab sEE vk, 1A 2
SR R,

b) Has addressed all hazards and OH&S risks to workers and other exposed personnel and that
there are no activities, processes or situations that can or will lead to a serious injury and/or
ill-health, CLZf# Mk 1 T AAIH AR 5 N 53 I BT A fa R AR b i 5 22 4 AU, I HLBSCH AR Ay
WEh . S AREUE I S BU™ E A E M/ B REAR,

c) During the transitional period has put in place the necessary actions to ensure that the
OH&S risk is reduced and controlled. 7EIFIE AR, T RECLERE, PR FRARATE SR

1 e 22 4 XU

8.2.5 The audit reports contain a statement on the conformity and the effectiveness of the
organization’s OH&SMS together with a summary of the evidence with regards to the capability
of the OH&SMS to meet its compliance obligations. 5 1% 41 T 1, 25 Xk 2H 2H i HR Y i 5 22 4 5 P
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2.

8.3 Summary &L45

8.3.1 Accredited certification of an organization's OH&SMS indicates conformity with the
requirements of the applicable OH&SMS standard and includes a demonstrated and effective
commitment to compliance with applicable legal requirements. ZH 2 AHR MV A# B 22 4 55 FEAR &2
NUEZR WA o FH R A B 22 4 BAR SRR R R 3R, LA 8 < i F VSR B R0k
o

8.3.2 The control of legal compliance by the organization is an important component of the
OH&SMS assessment and remains the responsibility of the organization. ZH 2%V 13 & #1:1K)
Pl R HRV (i e 22 408 PRAK 2R DAl A SR BE A T 70, R A 54T

8.3.3 It should be stressed that Certification Body auditors are not inspectors of the OH&S
regulator. They should not provide "statements" or "declarations" of legal compliance.
Nevertheless, they can "verify the evaluation of legal compliance" in order to assess conformity
with the applicable OH&SMS standard. {HAF5RIAMIAE, A% A IRV R 22 4 I AL I
AR H R R AR LSRR ) AR B CES 7. AR, ARATTRT L B EVE A AR
BB RIE”, DLVPA R T AFEd Y B R MDY e B 22 4= 4 B e

8.3.4 Accredited certification of an OH&SMS as fulfilling the requirements in an OH&SMS
standard cannot be an absolute and continuous guarantee of legal compliance but neither can
any certification or legal scheme guarantee ongoing legal compliance. However, an OH&SMS is a
proven and effective tool to achieve and maintain legal compliance and provides top
management with relevant and timely information on the organization's compliance status. FRMV.
B 22 4 BRAR ZR A5 BRIV A e 22 4 8 VR 1 SR R DA AN RE A0 AR 2 R TR VR A 5 A
EAEATVEBGE R T A BE DRAIE SR 2 R S M o SRT, BV Ak B 22 4 B ZR o SE I
MYEFFEAE G IIER A TR, JF s & 3 Z R A R AL S PR S H 5%
8.3.5 An OH&SMS standard requires a commitment to comply with legal requirements. The
organization shall be able to demonstrate it has achieved compliance with its applicable legal
requirements through its own evaluation of compliance prior to the Certification Body granting
certification. HRMP {5 ¢ 4> 5 BRI B R AR VB SF AR o EVIENLAEE TINIEZ /T, 4
2N RENS I I HO S PR RO PRAY, UERA L Sk B 70 FVE A SR AT

8.3.6 Certification of an OH&SMS as fulfilling the requirements in an OH&SMS standard confirms
that the OH&SMS has been shown to be effective in achieving its policy commitments including
fulfilment of legal compliance obligations and provides the foundation and support for an
organization's continued legal compliance. OH&SMS FFJIAIERF A OH & SMS AReAERIE R, #fiiA
OH&SMS T IIE W2 A7 R S T B R W, B G JEAT S 55, N GIRR S &
PSR A 7 A SO 4T .

8.3.7 In order to maintain the confidence of interested parties and stakeholders in the above
attributes of the accredited certification of an OH&SMS, AKA shall ensure that the system has

demonstrated effectiveness before granting, maintaining or continuing certification. A | fR#7AH
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SR A 2 AR 57 6 BN fi B 2 4 BEAR R VGIERY BB SR PERIAE 0, AKA NLBFfRIA RAESRZ
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8.3.8 The OH&SMS can act as a tool for dialogue between the organization and its OH&S

regulators and form the basis for a trusting partnership, replacing historical adversarial "them and

us" relationships. OH&S regulators and the public should have confidence in organizations with

an accredited OH&SMS standard certificate and be able to perceive them as being able to
constantly and consistently manage their legal compliance. HRMV {8 B 22 485 FE AR R vl 1F N ZH 2R
55 IR MY A B 22 4 W A AT LAG) 2 (R B T R, A B AT AR A 5% R e, A g 52 L ons
B “AATANERATT” 50 o HRAMb AR BE 22 4 LR N 22 AR S AZ 0 4 A 2 I R IR A i 22 42
PR SARAEIE B AH A 78 (5 O FFREMS I b ATTRE RS i S AN I I A B 5 AR A

9 H ALK Audit flow chart
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AKA-S-FO1 73/ #1158 Customer application form
AKA-S-F02 N\ K& Justification Worksheet
AKA-R-FO1 H % IR £ 10 K 5 Audit Trail Note Form
AKA-R-FO2 # 1% 11Xl Audit Agenda
AKA-R-FO3 i 1% BT B A& Audit File Checklist
AKA-R-FO4 E-T5fi1\BR Certificate Confirmation Letter
AKA-R-FO5 ¥ #% [ 84 3% F 175 10 2% Auditor Travel Expense List
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	8.1.4 过多的审核时间专门在会议室进行这可能导致对职业健康安全管理体系（OH&SMS）在法律合规性问题方面的有效性评估不足，并可能导致绩效不佳被忽视，从而导致利益相关者对认证过程失去信心。审核要在过程的发生地进行审核过程。这个不仅意味着在生产区域审核生产，但是要在他们各自的区域来审核非制造过程。例如，当设计过程没有在办公室发生时，不能在办公室审核设计。假如设计过程发生在工程部，审核员必须在工程部面谈相关在此工作的人员以及审核该过程. Too much of the audit time bei...
	8.1.5 The auditors shall verify the management of legal compliance based on the demonstrated implementation of the system and not rely only on planned or expected results, and make sure the conformity is being maintained during the certification cycle...
	8.1.6 Any organization failing to demonstrate their initial or ongoing commitment to legal compliance, shall not be certified or continued to be certified as meeting the requirements of an OH&SMS standard by the Certification Body. 任何未能证明初始或持续满足法律合规性承...
	8.1.7 Deliberate or consistent non-compliance shall be considered a serious failure to support the policy commitment to achieving legal compliance and shall preclude certification or cause an existing OH&SMS standard certificate to be suspended, or wi...
	8.1.8 If the facilities and work areas are subject to closure the OH&S risks change, as there may no longer be the same risks to employees, but there may be new risks applicable to members of the public (e.g. in case of lack of suitable maintenance an...
	8.2 Compliance Criteria For The Certification Decision认证决定的合规性准则
	8.2.1 Full legal compliance is expected by stakeholders and interested parties of an organization claiming conformity with an OH&SMS standard. The perceived worth of accredited certification in this field is closely related to the achieved satisfactio...
	8.2.2 The organization shall be able to demonstrate that it has achieved compliance with the legal OH&S requirements that are applicable to it through its own evaluation of compliance prior to the granting certification. 组织应能够在授予认证之前，通过对其合规性的评估，证明其已达到...
	8.2.3 Where the organization may not be in legal compliance, it shall be able to demonstrate it has activated an implementation plan to achieve full compliance within a declared date, supported by a documented agreement with the regulator, wherever po...

