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1 B4) Objective

AR T 48 F LA RIGEAR R & (AT MARICAS) FA ETE KR (ST
FATSLRETERARA. EFEMELTSEEARR) « FREEKR. RLEREL2EE
WARIEF ), ARIEFRMRIAER X6 &5 LA — Bk, Mo T8 MM,

This document is designed to be a guide for Shanghai Ingeer Certification Assessment Co.,
Ltd.(hereinafter referred to as ‘ICAS’) to carry out quality management system (including quality
management system of engineering construction enterprises and quality management system of
medical device enterprises), environmental management system, occupational health and safety

management system certification activities to ensure the consistency, continuity and traceability of the

certification-related activities.
2 j&HE Scope

K I A& F FICASK AL A2 A48 X &3 69 4= 4] o

This document applies to ICAS’s control over relevant certification process activities.
3 3R Responsibilities

® TFYIAFNEFIHAILE. FEARM. RO BPFHETEAERLCL LA

TR AT AORITFE, FTHATELR, FHORERTTENEER. FHATE G4,
TR R AT F AR LA 693X 4 B Ao FALIAT
© EARER S & FIIRT SR AMI. TR MR AIER R IR A GEH 0

FAE KA AT

® HARFIRI AT AL E B FATH G IREAR BATF LA H TR i Lk
FX (B UIEHRHE) Rfe ) HEhH
mﬁ%ﬁﬁ&ﬁ@ﬁ%ﬁ&ﬂ%\&*iﬁ&%%%?ﬁ%ﬂﬁ%%%ﬁi
5o 30 R FOINIE S 09 BT LA o

® Market department is responsible for dealing with the certification application, provision of

information, quotation, organization satisfaction survey and other necessary
coordination works;

® Audit department is responsible for contract reviewing, planning of audit programme; audit
assignments are responsible for the appointment of audit group and the journey arrangement;

® Audit team leader is responsible for preparing audit process plan and conducting the audit;

® Registration department is responsible for the confirmation of contract review result and
audit plan, the coordination and arrangement of the audit decision and the making, issuing
and management of the certificate;

® Technical resources department is responsible for professional competence evaluation of
personnel who participates in management and undertakes audit and certification, planning
for professional competence development (such as arrangements of witness),;

® Research and Development Department is responsible for the analysis and division of
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technical areas, and preparation for the technical documents and necessary audit working
instruction;
® (uality Management Department is responsible for the renewal and issuing of certification
document;
4 AGEE KA Basic process of certification

a) AIEW I

b) &FRFF;

) WIHZHEREITHFR;

d) FHE

¢) FH K

) #1RINIEF A% K

g) NIERE;

h) BB

1) HIAIE,

a) Certification application;

b) Contract review;

c) Application acceptance and signing contract;

d) Planning for audit programme;;

¢) Audit planning;

f) Implementation of initial certification audit;

g) Certification decision;

h) Surveillance audit;

i) Recertification;
5 AEARIE B I AAR B KR 42K M Certification basis and principle of technical area division

QMSIAERFE: GB/T19001 <t &8 BAR A R #4708 BRAIE (RRIE T4
HEAEIA VG %ALY GB/T50430 ZGB/T19001 <24 ikA &Ry FRITiEZEE
IS4 EIRANGE, SIRIEGB/T 42061 K& 55 B R4 EIKRE A THEAHEER
ATE 7 BRA LR ETEZIKRAINIE) o H ABCNAS-TRC-012:2017 & FAK R FAIEHAM A FE L
SRR EIEY , X 9IRS KA IR,

EMS A JE4R 4% : GB/T24001 «3R3p ¥ AR R £ KDY #ATHR B E EKRIKNIE. £ R
CNAS-TRC-012:2017 <% 34K 2 A GEMA IGE L S50 o £38 &, %) 5 A IE b £-H KA B o

OHSMSiAGE/RHE: GB/T 45001-2020/ISO 45001:2018, %A MBCNAS-TRC-012:2017 <4 24k
FANEHAM IR L ST B o K45 @Y, X 9 AE b S ARAR o

QMS certification basis: according to ISO9001 Quality Management System - Requirements and

standards above, or make the certification of quality management of engineering construction
enterprises according to GB/T50430 The Guide for Quality Management of Engineering Construction
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Enterprises and  1SO9001 Quality Management System - Requirements), or conduct quality

management system certification of medical device enterprise according to GB/T 42061 Medical
Device Quality Management System Requirement for regulatory purposes. And divide technical area
of certification business according to IAF ID1:2014 & Statistical classification of economic activities

in the European Community, NACE rev2..

EMS certification basis: conduct environmental management system certification according to
ISO14001 ‘Requirements for environmental management system’. And divide technical area of
certification business according to IAF ID1:2014 & Statistical classification of economic activities in

the European Community, NACE rev2..
OHSMS certification basis: GB/T 45001-2020/ISO 45001:2018. And divide technical area of

certification business according to IAF ID1:2014 & Statistical classification of economic activities in

the European Community, NACE rev2..
6 iAiE#Z - Certification procedure
6.1 JAIE ¥ 4 Certification application
6.1.1 $iFAEA R HICASE K, RAEVLT w515 8 K74
a) WIKAESTLE (VR EE R @A AT LRBLEETEAN) ;
b) WA RT RKIAGEE AR R AR R AT K
c) RIEWIFP, CEVIRERNAET 2T RS ENFHLGHLA;
d) ZHAEHALIERN A (B4 LB RHB (& ZIEE6—EF A RIMRADIEF 6
FoptE) v FRBLEAGER. ASHAAREITIES . LR FARITIES. TEIK
B M) 89 A
e) AREHLIKRE RN ENIY BRIFFEFNEZRGTBOFTIER . HMIEH. BFHEIA
AR A A TS 6 LA
0 BERRREES IR, 5 WA AATIE Y A 69 LA M (R
HHAE L GPrES. THEE (RHa) FHL;
§) FIAKFA K0 TACAE Sde S B9 A B F A
h) & EIKRE Z09 7 5 SRS R AR FE;
i) WIRAR LR IFAEGAR AR K —RE &, AERXETH, AMSEHKRTR, ARE
FAt, EHA—ANRKEARFTHIRGEF £ R
J) B EEERARAG K FME I
k) WIRARTA e E AR R AR AR L
) HART T AT HAIAIEAA 09 IAIE X T35 1 HARIEIUA 89 F A%
m) OHSMSIAGE W 3 7 & F R PTIR A 69 5 A2 X 89 £ 89 & IR F=OHS W%, 721t
¥ RTAE R 69 2 B e At A A RAEAT iE A 49OHS E LT 69 A X 69 54 L d- ARG TR
BRI B0 TAE AR 69 m AT 8
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n) VFIRFLELREEERZINEGSL, B 1) 3 GB/TI9001 <k 24 2K A
ZRK» F= GB/T50430 « TAEZZXEILAL LT TERENEY WEREI EITIERE
BRI EEEARR, FCEAETEINARFOAGTEEIFT,; 2) £ LR,
HZINTALH (JoCNAS) 69 JLIETFF RAR AT T -6 89 X 3. 3) RAELERN

Bimd, FHAELZNELICASK AR B KL RATH KN TAE; 4) REIRE
GB/T19001 #= GB/T50430 # = 7 % FAK & 6948 ZIEHE
0) AL 5IAIEF A K 89L& Ao
TG E R F R, BAE S R REET H AT B K GAE S 3F &> (MFP1488)
BNTE AR AE 5 69 75 KRR P 357, Bl R KA P AR P 3R F IR G R X 49
ok IR S-09 R AR
The organization that applies for certification shall provide the following applying information or
materials as required by ICAS:

a) The applied scope of certification (scope applied shall be within the scope of business
licenses);

b) Management system standard or other requirements which the applicant is seeking
certification;

¢) Application form, including the explanations of production and operation or service activity
of the organization;

d) Proof photocopy of legal status (including business license including photocopy of
three-in-one certificate or certificate of organization code), certificate of legal institutions,
social organizations and non-corporate registration certificate and document of party or
government organizations; photocopy of organization code certificate;

e) Photocopies of the administrative licensing certificate, qualification certificate,

compulsory certificate as required by the statutory and regulatory requirements which is
related to the activity covered by organization’ s management system, and Work Safety

License, and so on.

f) If management system covers multi-site activity, a proof copy of every site” s legal status

shall be added (if applicable); explain each multi-site activity and outsourcing of activities;

g) Relevant documentation information of the management system such as the already prepared
management system and requirements

h) Quality standard list of the product or service covered by the management system

1) General information about the organization and fields of certification, including activities,
human and technical resources and the function and relationship of a larger entities when
applicable;

j) The situation for accepting consults related to management system;

k) All information of outsourcing process influencing management system conformity for
application organization.

1) Specify if certification from other certification organization has been obtained or audit
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conducted by other certification organization has been received.

m) The information provided to the Certification Body by the authorized representative of the

0)

applicant organisation on its processes and activities shall also include the identification of
the key hazards and OHS risks associated with processes, the main hazardous materials used
in the processes, and any relevant legal obligations coming from the applicable OHS
legislation. The application shall contain details of personnel working on, as well as working
away from the organisation’s premises.

Enterprises applying for construction quality management system certification, should be: 1)
The construction quality management system has been established and operated in
accordance with the requirements of GB/T19001 Quality Management System Requirements
and GB/T50430 Code for Quality Management of Engineering Construction Enterprises, and
the internal audit and management review covering all procedures have been implemented;?2)
Accept the witness review and confirmation audit of the accreditation body (such as CNAS)

and provide necessary support when required. 3) Provide the list of projects under construction, and
accept the verification of the list of projects under construction by ICAS when necessary; 4) Provide
relevant evidence that the management system has been established in accordance with GB/T19001 and
GB/T50430.

Other necessary documents related to audit.

After receiving certification application requirement, market department shall provide the

Certification Application Form (MFP1488) and public document in an appropriate way to applicant at

the right day or no later than the second working day, and require organization to submit application

form and process of product production or service at the same time.
6.2 4 F)+F% Contract Review

6.2.1 4 F)+F%F Contract review
THEREFIFFAR R TASRIFEF, THLGFAR T AR,
WCE)AGE P B, RS AGE W R AN A4S & HAT IR T AN, B
a) WIF A FA, WIHALNFNENIF A LFZEANAE, 12875, TURHE;
b) NIEZ R T A AR VLRI R X, LT REL P IFER;
©) HB T VHGIMELE . PIHARGEEG I TRT R E L 08 AT LAY A
EEHGEE;
d) Safik P Fa LR P i3 Q’W\ﬁ_«&lﬂ CeALTLMBIEYEZELEN;
e) MRk TIAIEAM G b iF U LR Z A AEAT O 4 6 PR R E 5
) IAIEMA A AR Ay I AL 98 L ARINIEE
g) F & T iR e9ikIEL E ZICASIRIE L 558 B A A BLA AL A ALGNIEF AL F 8 T Wik
m%k%%%&@@%i#ﬁ R T A E B0 i 8] Fe AT LA v RSB & (B
St ST IEN G BINF)
h) PR3 T ik 2 5256 F A 00 By 6998 3%
FEARFEICAS ) 52 69 HAAR RIS R4 K69 ek b, ARIEEARS 69 BARR L, SR+
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Contract review personnel form audit department shall be responsible for the contract review and
market sales personnel shall assist with it.

When receiving certification application, it shall review and verify the application and

supplementary information to ensure that:

a) The application material shall be complete; activities which the organizations engaged in shall
comply with the provisions of relevant laws and regulations and the information shall be complete,
and then can be audited;

b) Certification requirement has been explained explicitly, documented and provided to the

organization;

c) The applied certification scope, operational site, time to complete the audit and any other

influence factor are considered;

d) The scope of certification which had been confirmed from the organization shall be within its

business scope on business license;

e) Comprehension difference has been solved between certification authority and the
organization;

f) Certification authority is capable of implementing certification activity;

g) The certification scope, operation-site and time required to complete the audit and complexity
of activities and other factors which affect the certification activity, such as language, safety condition
and threat to impartiality;

h) Keep record of reason for implementing the audit;

The level of risk in the technical field classification basis based on ICAS, according to the
specific conditions of specific clients, contract review personnel can be appropriately the technical
level/ risk categories of this project to reduce or increase the after review; the results shall be specified
by the ICAS staff to be approved, and shall review the reason is recorded.

6.2.2 R 24 F+3FF Emergency contract review
L2FHAEFTEAGRE T EE R ¥ iFy ONELRE. %0 GNERE S, ¥4k

BERZTEATAE CEEVHY £, BREHRIAERAR, GABEEPHFLLLRIFFA

R, &FFFARBREE LT L. FITRH KA EIRE LR AE R IFF (RN LT RIEF 6

B e RAB L I F A AN Z—)

1) REBAALLEELES. BT MFHRARD N, FHIHEOFTHATRASE L ERH

FHESRES; FEARSITEEX, AL OERYBEES PRI THESVIA T

Mot R A &. ZICASHIN G HATH F A% %l

2) ﬁ?ﬁﬁ%é%ﬂ%ﬁ,ﬁ%%wﬁﬁAaﬁw,?#% &F R EF AT T ALHEN

T, WL TR LR TAEFRES; RARIE IR E B S ) FAZ X,

W@ﬁﬁﬂﬁr%xiﬁ%¢ﬁﬁﬁo@EM%%F&4%?%%MO

3) REBAFBLEFHENN, FEHILHLELEFT LT GTEL, F5XFEIHH
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A RANAF A B, TEAAFTEGFEESRES,; APATZY T ZARRERES %
B F AR, FF LRI R T AN AL F AR S ZICASHIA G BATHT F 3t X o

If auditee requests for changes on-site such as expanding certification scope, reducing
certification scope etc., then audit team leader shall ask the auditee to fill out ‘Application for Change’
form and submit it to the customer service staff who would then submit it to contract reviewer.
Contract reviewer would conduct review based on the actual situation such as change of profession,
sites and effective number of people (in principle, time for completing the review shall be no more
than 1/8 of on-site audit time):

1) If original audit team has professional competence and there is no need to increase man day,
audit department would send audit assignments notice with respect to the request for change; audit
team leader makes audit plan and make sure it contains plans for any audits including original audit
task and audit task after change. New audit plan would be carried out once ICAS has confirmed.

2) If original audit team has professional competence, but there is need to increase man day,
audit department would send independent audit assignments with respect to the change considering
audit time the audit team can possibly allocate; audit team leader makes audit plan based on the task
assignments notice, and this audit plan corresponds to audit task after change. New audit plan would
be carried out once confirmed by ICAS.

3) If original audit team does not have professional competence, audit department shall arrange a
audit team with professional audit competence, negotiate date for supplementary audit with the
auditee and send audit assignments notice for supplementary audit. Supplementary audit team leader
makes audit plan based on the assignments notice, this audit plan corresponds to supplementary audit.
New audit plan would be carried out once ICAS has confirmed.

6.3 Wi R %374 F Acceptance of application and signing contract
6.3.1 FAGE W 349 % P2 Acceptance of certification application
Ao LR B RGWIFT, THIRTRITZIELINERIF; S A4S LR ZRY, THHE
B B ALAN A T E, A A ZIEINEF 3, A § T 68 REmIMERIEA
TR E TR AN W 09 F &N AR T R
Upon meeting the above requirements, the market department may decide to accept certification

applications; if not, the market department shall notify the applicant organization to supplement and

complete, or does not accept certification application, and notify the certification client of the results

of the application review.
Market department shall store the whole record of the certification application.
6.3.2 ZiT4F) Signing contract

6.3.2.1 A RFFBEILE, THHLKE §iFe) 5 RKRBRARLEE AT/ B A, A RIBECGA
FAAAR KB AY AFIAIE S 3 SAT IR

After passed the contract review, market department shall quote on the different certification activity
according to Audit Man day Form and Charging Standard on the day of receiving the application or
no later than the second working day.

6.3.2.2 THAHME b FH TGN FING, B P IFFEIT GUESRHY (AP0312) , FF 4K
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HFRTALHE AT B R CEEIKRINERIFAY (MFP0389) Aol X ¥ it 4+35 L F
AT

After receiving conformation of the quotation, market department shall sign the ‘Certification
Contract’” (AP0312) with the applicant and transfer the Certification Application Form For

Management System (MFP0389) as well as relevant application document to audit department on the
day or on the second working day at least.

6.4 H A% 7 %69 % X Planning of audit programme

6.4.1F 7 AR RIA R AAIER B 69 BEAGNER B R TR R, YHHTRRE LT R
WA ZR, RXN6FHEFH R AEXZ T 6 E BIR R SIMERIE 947 R 2 Ko
The audit programme planner prepares an audit plan for the entire certification cycle of the
certification project; The audit programme shall cover all management system requirements, and the

planned audit activities shall be used to confirm the standards or other requirements on which the

management system review and certification of the auditee is based.

6.4.1.1 RINEF G FB LERREMR T MERZIENE —F L5 _FHEFFH
Fo ffh ZF NIRRT HAT O FNIEFT . F—ANZF 0 IGE AR KINIER T F A, UG
89 J8 B N IAIE IR A e BIAES) T A2 RN O FAET M RIEG 69 5B F A2 AL 2]
H AT 89 BN IE F Ao

The audit programme for the initial certification shall include a two-stage initial audit, surveillance
audits in the first and second years following the certification decision, and a recertification audit in
the third year prior to expiration of certification. The first three-year certification cycle begins with the
certification decision. Subsequent cycles begin with the recertification decision. The recertification

audit program shall include recertification audits, post-certification surveillance audits, and
recertification audits prior to certification expiration.

6.4.1.2 4o RIULRTRAFIAIERIE L T HACIA 69 F AL, *FF 4 7 FACh AR TR M Rk SR

89, TIMERAS &, VUERRR R &M, JHILRRE

If the organization has received certification or audited by other CB, audit assignments shall collect
sufficient and verified information to make changes for the rationality of the change, and record it.

6413 FHEHNERT OIS
1) M FHEZHANGETTE & E 69 > 5 & & SIRF7E ) B F BATH#AT.
2) mRZFHITRRCLEZANGRZ N H AT, LX ﬁ‘ﬂ%ﬁﬁiﬂiﬂfﬁ‘? 4L LR A A 2
B, AL BN S I %Pz BAEi 4> (MFP0350) |, 4| & &3 69 34t 7 £ VU %
N EGITEBIRR N ERA T BT FEREERE TR GO ENRE ALTR M EEE
FAEREY MG RBEREE, e RA, N RREETHE
T ZH ARG GG ER, BHE:

AL A A A & Fe il AZ HOARBEATZAZF M

% 3 P BP0 A LIRS/ AE Ay e S AR 89 &) 7

TR i — AR — b Fo B A E IR R TEAT;
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L e — 3 B 69 6 AR B ILAA) BAR R AT O, SF R SR 4648 2 69 2] E.
3) KAx CFRVBER QWL KAFTHAEHLRAA: LG EBAEIY K9 H
W AERR, TR I B RAE KFET R FHRITAT
4) K XIOHSMS#)F 4z, ®FH&: (1) MEMM A EATE P 9ERIRRGIRS, AHRKL
iR IE AR ERAE R ZR; (2) OHSMSE @245 T Rkt #rh g, LR 49
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T, REEETFMLE. FELFRTRVAZ, X%5 A ERETZEEFH AR T 3 AT E
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Requirements for audit activities also include:
1) On-site audits shall be processed during the certified typical products production or service
activities
at normal operation.
2) If the auditee system includes multi-site or multiple temporary sites, where are under control
of the organization, it shall formulate reasonable sampling scheme to ensure the correct audit of
management system according to Multi-site Multi-location Information consultancy Form (MFP0350)
filled out by the organization. The sampling scheme shall take into account whether the activities in
different places may have a significant impact on the quality of management, and if any, it cannot be
sampled.
For the organization with multi-site or temporary site, the following shall be considered:
The computer-assisted audit technology is used for remote audit or not;
Multi-site operational organization shall determine the headquarters as the contract of the certification;
All sites is run in a management system under unified control and management;

The audit findings of the single site shall be regarded as of the whole system; and related correction
shall be taken.

3) If ‘expanding of audit scope’ happens, the planning of the audit programme shall specify whether

audit requirements shall be added based on the expanded part, if so, state the possible requirements in

the “audit programme”
4) To plan OHSMS's audit, we need to consider: (1) determine the ability of the customer's

management system from the perspective of compliance to ensure the client meets applicable
statutory, regulatory and contractual requirements; (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. Temporary sites, for example, construction sites, shall be covered by the
OH&SMS of the organization that has control of these sites, irrespective of where they are located. If
remote auditing needs to be considered, these activities shall be limited to reviewing
documents/records and to interviewing staff and workers. In addition for OH&SMS, on-site activities
control and OH&S risk control cannot be audited using remote audit techniques.

6414 EHITTFH T ERRNGE, LNAREE BIANEZRARR IR T ARG T, AR H
BT E 52 09 3¢ A AN FE R A9 QMS 4= 6] K F sk KX A R Bl JEk 5669 HAZAL ., VABAPR S AZ 89 A 2L
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P

(1) BAFHEELE VL P ag— ANk A = KRS EH NG AT F 4
(2) AFHAALIER AP BIRSEH NG, BILFTAFTHGEE,
When planning audit programs, planners shall consider the processes completed by different shifts of
the certification applicant and the level of QMS control demonstrated for each shift to determine the
extent of audit coverage for different shifts, ensuring audit effectiveness:
(1) Each audit shall include on-site audit of production or service activities for at least one shift;
(2) If production or service activities for other shifts are not audited, the reasons for non-auditing
shall be documented.

6.4.2 B % FAZA KA 4Z 0f 1] Determination of audit man day and audit time

ICASARIE W iR R AR L6286, MR LA, k. LEARBE. FEKRRAELNE
B AEZRFL ARG RNEFHEF, BAFHIFTFHEAR, FHARLNH T IR
CNAS-CC105/TIAF MD 5¢5QMS. EMS. OHSMS#) &K, Jt% & IAIEIRIE 69 TAL ) 209 F 4%
AR Ko

RFHARN, BEHEATRAA :

a) WIRAMEEKRRLE LTI (“e-based”) TREFe A £,

b) & FHATHE AT R — AL F 4

) FHKRARLEANETHGQHER;

d) EHIRYE S NE AR R AT AT INE;

e) I RMLRALYEAE L, F 8 AR IETAR PR AN EHT T RRI YR

f) HARe”R. A REHNM K I N

g) AT EA A RAME & Al fE B BAT R T AZ

h) RFALN R EI KRN

) WUATHHALER;

j) WREPER AL ITREIRS, WICASKEME R 5 IER P #JOHSMS 2 & i &
TG PO 0G E S (S 5 — AR A LOHSMS 89 Ft45) o 2274 & % 4% i ] B, ICAS
AR L F G R T AL e T IAR 69 P o de FT A F AR 82 3 BT AT SR T R, A
Ay T AL 1 6 F oy
Fotb —H-BE T E ZA RS S k6 O 8y AR, AP A ERE, B
BAGARN =02 —,

According to the information submitted by the applicant organization, ICAS shall sort out the
factors such as its scale, characteristics, business complexity, scope of management system coverage,
certification requirements and risks it bears, and calculate and determine the number of auditors. See
the requirements of QMS, EMS and OHSMS in CNAS-CC105/IAF MD 5, audit manday table also

developed to take into account changes in the certification basis.

The following items shall be taken into consideration when determining the audit man day:
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a) Ifapplicant’s management system is e-based and file-based;

b) If combined with audit, joint audit or integrative audit;

c) Outsourcing of activities within the scope of management system;

d) Whether to conduct certification according to multiple management system standards;

e) If organization adopts shift work, it shall be considered the impact the activity occurred
during shift work may cause on the audit plan

f) Risk related to the organization’s product, process or activity;

g) Whether computer-assisted audit technology is used for remote audit;

h) Whether there is outsourcing of the key process of the product

1) Previous audit results;

j)  If the client provides services at another organisation’s premises, ICAS shall verify that
the client’s OH&SMS covers these offsite activities (notwithstanding the OH&SMS
obligations of the other organization). In determining the time to be spent for audit, ICAS
shall consider to audit periodically any organization site where these employees work.
How to determine which sites to be audited should be recorded as reasons for determining
audit time.

The time required for the stage one audit shall consider the complexity of the company’s

product and the review degree of the document. Usually it would not be more than one-third of

the total man day.
6.4.2.1 IA4E R e 89 #) & Determination of certification risk

EAET T ERXN OB & e 69 K e 3 B EAK B — BT ARG RT3 PR 0L
HITERLAE, TERNAREESE T @Y EEGHEFTZITEAR (0% 57 A B JEEE,
BRE IR EFERRE, FFHTE. FRRMILRFZIR I FER £2FZL,
FRAREGEEZAEFERATT A E) BOAES LEE . ETFAERIRE . AR
RIG Ao 69 2 oy 3 B 4 T L Ko

BANAETLE A AR B, RIEF AR5 #2ICASP14. ICASPI249 & K PAT.

It is not recommended to downgrade the high risk level when planning for the audit programme,
degradation of risk level shall be considered after completion of stage 1 based on the actual situation
on-site. Planning personnel of the program will determine required audit man day (e.g. if applicant
company works in shifts and different shifts have different manufacturing process, then sampling is
inappropriate; if different shifts are similar but differences still exist, the audit man day shall include
time for differences audit) and certification professional scope after taking all sorts of factors into

consideration. Reasons for upgrading or downgrading any level and increasing or decreasing man day
shall all be recorded.

The division of the complexion of each certification scope and its risk level: according to the
requirements of the ICASP14 and ICASP12;
6.422 KAE & AfailifE ;}iﬁi&ﬁ‘@ﬁ’%‘#ﬁ‘éﬁ At ) i X CNAS-CC14:2019 Z CNAS-CC105:2020-2
K, AFDGRIE ARG R A E TR R T B £ 09 3 B A Ae ML VAR 3 BT 18] £ e VAR A4
A FAEAZ B8 B
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Time spent by remote control of ICT shall meet the requirements of IAF MD4:2018 and IAF
MD5:2019; the identification of complexity and scale of activity covered by OHSMS that is to be
certified as well as difference between locations shall be taken as the foundation of sampling degree.

6423 HEBPIFWIIGETTE R ORI E, BRI IZAL R L6 L TR, BF
WAT: R ZALHENALG T ATRHN &%, FHE~ L5 a, Wizdlkan
SF R F oyt fE A dsd], sz AL A F N E AR F LA, HAIERTIERE
#ohe

When the applied certification scope of enterprise only includes design and sell, it shall be
evaluated that whether there is outsourcing in the manufacture process. Generally: if the enterprise
sells self-designed products and outsources its manufacture, then the enterprise shall take control of
the outsourcing manufacture process. The audit of such outsourcing manufacture process is a

necessary and it will be declared in the certificate about the outsourcing manufacture.
6.4.3 % P9 Multi-site sampling

Yo RZ AT IR ANER ERKR Q2 ZANG R ENET T (AT AAY) , B
X S 3 BT AR AL T % F R R AZ R 0, T RENARRIBARAE 6 K SN/ % 507

& 4E#) %> (MFP0350) R EARMFERXNFHA K. FHEH R A $F 78 3 P Rl

W3 BT F AR R . WA A — £ T Y BT RIS T AL, ABRAR T LA R AU

TET R QLERNBEMREZ, F—F5% =56 BEF A% = F /AR M AT 24T
B BNIEF e WG RO TAER )G SRR F S MR MBAAE. KERIKR, R4
RO LR 5 AR, AR ZIE K6 E BAR R R SO K Fo LART W A% 89 4 R

I F M ZHANGETE B R & 6977 00 A 7 SRS TE B B R B AT B AT

*f TOHSMS & & 4 AN préy koL, mIAT 5 & shAe 342 69 b i 48 X 49 OHS R e A2 L 49 3F
e, #RINETC B WA PTT Tt e RA Z AN PTIER % 24 F 6. $4E R OHS
W, WHERER . RA—NGIT L AL PR AL A2 B A 2 KM 89 7 5, 2ICAS AR
BHERHFNGIE L 5FF (R R BB R T, TR HHTF)
8 E T BAFAE T, IATEAULH B PR IEAR W A% 89 3 BT AR AR B AT AR BRI 09 AR
&3 FaOHS W 89 K A& M

If the management system applied for certification by the auditee includes multiple sites or
multiple temporary sites, and these sites are authorized and controlled by the applicant organization,
the audit scheme planner shall plan the audit scheme according to the Multi-site/Multi-site
Information Request Form (MFP0350) filled by the organization and the specific characteristics. The
audit plan shall define a sampling plan for the applicant's multi-site and temporary sites. The audit
team carries out on-site audit on each production site to ensure the effectiveness of the audit.

Audit programme shall include a two-stage initial audit--surveillance audits for the first year and
second year, and recertification audit prior to certification expires in third year. Determination and any

subsequent adjustments of the audit programme shall consider the size of the organization, its
management system, the range of products and processes and complexity, as well as the level of
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effectiveness of proven management system and the results of previous audits.

On-site audits shall be conducted during the normal operation of product production or services
activities which are within certification scope.

In the case of OHSMS operated over multiple sites it is necessary to establish if sampling is
permitted or not based on the evaluation of the level of OHS risks associated to the nature of activities
and processes carried out in each site included in the scope of certification. Where there are multiple
sites not covering the same activities, processes and OHS risks, sampling is not appropriate. Although
a site performs similar processes or manufactures similar products to other sites, the CAB shall take
account of the differences between the operations of each site (technology, equipment, quantities of
hazardous materials used and stored, working environment, premises etc.). When sampling is
permitted ICAS shall ensure that the sample of sites to be audited is representative of processes,
activities and OHS risks that exist in the organization to be audited.

6.4.4 R F B — BB =B AR T, A T EA—HEAAE (W6.62.1018) , —
BAEALT, —HREZRAGEAT, THAT R I F A HFILIL6.6.2.3,

Initial audit includes stage 1 audit and stage 2 audit. In general, in order to achieve the objective
of stage 1 (stated in 6.6.2.1), stage 1 audit shall be on-site audit. Refer to 6.6.2.3 for situation without
on-site stage one audit.

6.5 % A% A 49 f£ & Preparation before audit

6.5.1 2 FAZ B 8. JEE 4N Determination of audit objective, scope and criteria
6.5.1.1 AEE A 954 & Determination of certification scope
AT L BAFER AR AL REFERALL M EEZRR, R ERAKRR, PAfE R
ZAEERANEIER LR, ARBEMNGHLEZSRAFGEATHEIL, BlEARELIZE
SEREEERRR, FRFERR, BLERLZEE KR GIZAT R ARELE +#H k.
IE P B T A A R ARVEA T B &
® WIEAML, WBPHIE, LR, HARAL, URARGANFHRKTR, ARF LM
LHN, 69RO IR
® AXMEEEKARA. FREEKR, RLERZEEFEKRRAEZEDN—REEL;
® AT RILMATEE AR, ABRREEERAR FILEERRUARR LA R L &
B IR R BALIRE BAR RS B8 A
® LXARLOEERTERARR. FILEEKR AR LA X AEBKZLE FIRSE
AT ARG IR R ZAE KRR T FOUER (de: M &AL LR IRA 50
)
® FoE R LRI L B Fe R BRS-09 3 o
NIELE ¥ X T 7 se JIRGE 00538, mAL A Tk, AEAHEE. P FFTRGTE
R BAL AT A ST AR R 387 Y RAE R A BLETE, SRR FAR RN A EBEARAARERTE
ZiFEN KT XTI BLA LR KA
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In order to make the organization have sufficient flexibility to determine its QMS, EMS and OHSMS
certification scope reflecting their business needs and different operating conditions, and prevent
organization from removing the operational elements included in QMS, EMS and OHSMS from the
certification scope.

The following factors are used to determine the scope:

® Brief introduction of applicant, for example, organization characteristics, name, legal
status and relevant human and technical resources and the limited responsibility of input
or output of organization;
® Information of activities covered by QMS, EMS and OHSMS management system;
® Explanations of normative reference and main documents of QMS, EMS, OHSMS
management system;
® [f service activities are not all included in QMS, EMS, OHSMS management system,
please give proof, for example, they are involved in the identification and evaluation of
hazard;
® [t is appropriate to consider the certification scope and site providing service of the
organization;
The description of products or service activity within the certification scope shall use professional and
standard terms. If the description of scope uses the ‘common wording in the industry’ or
‘conventionalized wording’, contract review personnel is supposed to suggest it to name it according
to technical standard or the product description in the Chinese economy activity categories.
Determination of certification scope can carry out initially at the contract review stage. If there is a
deviation between certification scope and contract review after the completion of the stage 1, audit
head shall inform audit department and make adjustment of man day and resource allocation.

6.5.1.2 %A% B AR By 8 T AR R THIN . F AL E F AN QAT E N B F AZERAE T R
BT 5 W AR 4R R i 5 A 2. Audit objective is determined by audit department. Audit

scope and criteria including any changes shall be determined by audit department after negotiation
with organization applying for the certification under assistance of market department.

6.5.2 FAZ L6 LA Ak & Composition and Assignments of the Audit Team
6.5.2.1 ;kiﬁv?#zéﬂa@%miﬁuéﬂﬁiﬁ, KL% & T FIE

a) WM B AR CE . N Felfb ity FAZ R

b) REALE. —HRFEIIKETIZ;

C) BAEP R A — NG THA, EAZHFTHEAN, Fvinsh (ZFHF) R E
EIARAR LT REALN T, BRTEATZASFRBIRAR G T A EE, AHK
THALESMPIATHFRES R ERGGRS; AR ELILFH B AT E 695 %8 kb

d) INEZR (EAEEMER G EE. FAREFZR)

e) 355 fr AL
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) FAZLAR AT AT F AL AR EZIRR
In deciding the size and composition of the audit team, consideration shall be given to the
following:

a) audit objectives, scope, criteria and estimated audit time;
b) whether the audit is a combined, joint or integrated,

¢) The appointed audit team shall be a qualified audit team, which shall conduct a credible audit on the quality
management system of the applicant (auditee) within the determined audit scope. When appointing the audit team,
full consideration shall be given to the qualifications, abilities and experiences of the proposed personnel, so as to
ensure that the audit team has the ability suitable for the audit task to be performed and the overall ability of the audit
team required to achieve the audit objectives;;

d) certification requirements (including any applicable statutory, regulatory or contractual
requirements);
e) language and culture.

f) whether members of the audit team have audited the management system of this organization.
6.5.2.2 % A% R FARIE F 3K AT INF 69 b Stk i BARYE BARAR B X o0 R 289 & AL ) R Bk
THM, THANERERAR: (QeRARTKGIAEREZ LT, TFEH E8 S
FEAT R W oM SR ARG TTIEAME &, VORI E M M, St RimiAE. )

a) WA BI RBA —LFHR, ZFZRRLARD BATER TZF O FHARR 7,
Ak Ty SRt RN T AR A S & Ko

EC9000% 4% 48 2 £ &CNAS-SCIS ¥ C32 XK Z R F LFZ R ; F&0, TABAHK
ERATZARBEAR L BAF RO F ki) REALFTCNAS-SCIS $C3.2 % K ATALT 4 %
kit A &Ko

b) FEIREY AR SEL TN EIGIEAR FHRE T I (R) MIFAR. BRAET X8
FA R LA F R 63 5T TAE AR EFA RN, #FA R 69 L BHE AN T2 A
RIE B # o
c) EHH ¥ LMAAENFAZARRGER, K, FLFZA. ERERF (R) &
FAR WER EIFHER, MEFHAERRHF LR,
d) —HRFERAGERK: THEARE A —AXBEARBHFTER,;, —HRTHEAKRS
—HBREBAREA R — A
e) ZH-E WA TR, Bk F
& —_NRTFEIATEEV AL —LEEE —NERFEITHEA;
® WiAEE DR LA RBEAMBA FRT A, FEERELEQMSF A4
TR ARELEMEE LN, FEHAEKERLE;
® FTHUMNEVH —LICASIF R T TiAEFZAKY TR (FHAKGLE. B
WRABAER G EE, 2R FE/ak/dFEARKIFNENDY (AP1288) ) ;

© FHMEAR FATEEGHA A BN
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® JLIEFAZER TRAFTH AR, TRREFTHAK; JLIEE T FAZR I F 0 b
BEHIEGAR AR —BEmF R, SFER T EARKETAIIIER, £
L IR — N B B S AR AR F A R — A e F AL
TR R MR B RGBSR,

® FALR R XA eAER AT
Y 5B RA AN ARBATZRAET N, ST TSR A 26 F HRR
i, ZREAAMBERTENBERETAZR A Fo T BEERZET BRRGFER
T 2R F AR IEAR TR E B3 L AF R AR AT IENHAT B T AT

® L3 FWAE N ME ARFATIE XF AL 098 EG

® LI R RAR A WAL ;

Audit team assignments shall be based on the business applicant undertakes and professional

competence requirements determined from the Table of technical areas to assign audit team. The
assignments of audit team shall ensure the following: (If the organization has received certification or
audited by other CB, audit assignments shall collect sufficient and verified information to make
changes for the rationality of the change, and record it.)
a) If audit team just has one auditor, the auditor shall be able to fulfill the responsibility of the
team leader and has ability to meet the whole requirements of the team.
The EC9000 audit team shall be equipped with professional auditors as required in C3.2 of CNAS-SC15;
technical experts can be employed to provide technical support for the audit team when necessary.The

professional competence of the technical experts shall not be lower than the professional competence
requirements specified in C3.2 of CNAS-SC15.

b) During the audit process, there are a reasonable number of full-time certification personnel,
technical experts and/or translators. Technical experts and translators are supposed to work
under the guidance of auditors. Translators shall be avoided the improper influence on the
audit.

c¢) In the assignments book it shall specify the role of each member of the audit team, such as
team leader, professional auditor, technical experts and (or) translators, observers and
auditors-in-training in order for the audit team to arrange the audit plan accurately;

d) The appointment of stage 1 auditor: it shall have at least one auditor from relevant technical
area; audit team leader of stage 1 and stage 2 shall be the same person.

e) The auditor appointment for stage 2 shall meet the following requirements:

o The second-stage audit team shall include at least one auditor who conducted the
first-stage audit;

® There shall be at least one full-time auditor who shall participate throughout the entire
QMS audit process and with profession of relevant technical areas in audit
team; When there is no auditor with technical ability, technical experts are needed;

o There shall be at least one auditor in audit team who has been assessed by ICAS and
can serve as the team leader within the audit team ; (For the selection, training, and
appointment management of audit team leaders, refer to the Audit/Inspection/verification
Team Leader Evaluation Criteria (AP1288).)
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o There are no conflicts of interests between team members and the audit project;
o Witness auditor can be member of audit team who can act as audit team leader. When

witness auditor-in-training is promoted to auditor, he/she shall participate in audit with
personnel being witnessed in the same group; when conducting internal witness of
auditor or audit team leader, he/she shall have at least one hour participating in the audit
with auditor being witnessed;

o Audit team’s linguistic competence can meet organization’s requirements ;

Competence in cooperation among team members;

o When using computer technology for remote audit or auditing electronically process
and file-based management system, auditors with the corresponding audit capability and
information security need to be sent. The audit team needs to be reported to technical
resource management department, evaluated its special skills and then implemented.

® The number of interns cannot exceed that of regular auditor;

[ Observer shall not be a member of audit team;
6.5.2.3% ﬂkﬁ5¢ﬁﬁﬁuf ) AN E A R B AT A R AR BRAE. AT, KR
REN ERFT O IGT . BrkAT o o BL 4 8 B BT & 6966 71« A B00F & BB F A AR T

VR EIFHRARERERGREAEAR T, EFHRREF, ARKRELFTZA LG, T
B TAE 4B

After discussing with the audit team, audit team leader shall assign each member of audit team
responsibilities for the implementing audit to specified process, function, location, region or activity.
The assignments shall take into account the necessary competence and make use of the different roles
and responsibilities of audit team, auditor, auditors-in-training and technical experts effectively. In the
process of audit, assignments of work can be changed to ensure the achievement of audit objectives.
6.5.3 4%+t X] Audit Plan

6.5.3.1 %N General
TR A GH FAZHRDY (MFPO311) Bf 5 ABALEIEIKZI LIk (4
LR o CFHARERL$HY (MFP0308) SHZHFAZE A AR, FHAKKL
ERMAR G5 HAZA AW, A EARGGIEFE. L. REDF T IAE 0 BLL FALLERMN o
T IAF G B % e oA A FRAE N, E4550)E, FEAKD X 37 F M,
KFHARDY (MFPO311) m AR — T REN, UAHER. MEAGFTHENGHE, F
HOLR M FETR RS &, SFEZUATFR:
a) WAL R AEAS, R AAIERTAIELS AT
b) WA RIGFHARKT R W TAHARELEE FIZAKTKR, BIHE LA %
®H A RIS 09 HACA R B TR, B F LRI T AN RN WA, b2
TG HRATE L RE, FTAGAEFTHITX LEFHA, AERFER LR ER, FH
TR 69 G h] A A EFAZAK;
¢) WHHILFAR ARG EWR, RAFR G A LEZFVZRAENBSE, VUZEMEA
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i

d) FHXNEEFEFRITT, WABARER T THALER, FERARNGRE,;

e) M ATARF ALY Iy AATH R, AR ESRIT 89 A4 R BT AR, ARIE S . B4
A2 B BGNAETE B e A &SR 1] B a AR B R B W AZAE G0 AR B A TR B e BT A 3R
7,

) IR Fe SR 0G T AL AT A R HE AR A LA A T IR ST R SR, (Fm: 3T
QMS 98.5.1 42k % A7 it 1) jz 1b8.2.1 69 Bb Al K5 28 /= R 3™ o 69 4 b oo IF 2 A7 7 o 69 £
Ak £ A FQMS 8982 ek FAZ A9 B 1A L A K A])

g) AWAZRI T RIAA I BRI AELINY (B LHRRINY) G FHELHE, %R
% G T W AR R AR Rl B AL SAE R 9 T B A = K

h) 1S09001. ISO14001. ISO45001 474 % 5 A3 44 A G He & b % 4% R 4T ¥ 4%; 15013485
AFAEZT.1/7.3/7.5/7.6/82.4/8 3% % %4+ LF 4R #ATFZ. GB/T42061 472
7.1/7.3/7.5/7.6/8.2.4/8 3 % # 4 He & . F A% R #H4T F Mo

1) A RGAGEF A AR A R AR I ST AL A MR A A B AN R BT

) BEFAENC LR RSB GRS Fe AR & 094 R AR

k) RAME B A HRZAZF AT b 4 i 1A i3 R CNAS-CC14: 2019 % CNAS-CC105: 2020

Q

) #FHAFEAMKRILEA NG NE, LIEFZR SR ILIEFAZRE VA L)AL B4t
RHFk \EHQWﬁO
CE?,

n) MR R R T HATF 4
0) BAREZRLAHENAXMERBATERGER; AFHRREFEAEH Tiee kR
FREFTHA AP MRER, BAFRER IR T AMGLRE X TR G E, IF)a;
p) JLIEFH R AFAZRAIIER, RTEMEE,;, EAFHARLIEAREN I, THA
FALLLAR R ) B B AL
q) Bl —F AT A % G x B] — KA ki SR F AN AIE R A
While preparing the ‘Audit Plan’(MFP0311), audit team leader shall consider organization’s function
allocation table (if provided by the organization) as well as Assignments Notification of Audit
Team(MFP0308) to reasonably arrange the time and personnel. Audit leader or personnel appointed
by him consult with members for process, function and activity to distribute audit work to auditors.
Distribution of auditing work shall consider making full use of resource and time, after distributing
work audit leader or personnel appointed by him shall audit the plan. ‘Audit Plan’(MFP0311) shall be
flexible enough to make allow the alternation. With the development of on-site audit, the scope may
be changed and following issues need to be noted:
a) Audit time is 8 hours per person per day; time of extra work is no more than 1.5 hours;
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b) Audit plan shall be completed by audit team leader. If audit team leader cannot complete
the plan for some reason, it shall be completed by other person appointed by the company. The
audit team leader shall make the confirmation before on-site audit or while on the site. It shall
be revised when necessary and sign to confirm on the audit plan while on the site. The revision
shall not violate the above requirements which would be the team leader’s responsibility
otherwise.

c) Sales personnel of the market department are the chief coordinators of plan. Audit
assignments name shall be signed on plan to communicate with organization firstly;

d) Audit plan shall be reviewed by audit department and faxed to organization after signing
conformation and ask for the organization’s agreement;

e) Planning with the method of process audit and sample from key clause in different
department; based on the product’s characteristic, complexity and certification scope to
determine the sampling number of each department and distribute the audit mission. Sampling
shall cover all elements and all departments;

f) Audit time of department and clause shall be arranged according to organization’s scale and
service’s characteristic. For example, audit time of QMS in clause 8.5.1 shall be longer than
8.2.1; there is a distinction of audit time of enterprise with mature products and developing
new products in terms of QMS in clause 8.2;

g) Specify audit arrangement of main functional department and working site (project name or
on-site) in audit plan and meet the coverage requirement of main functional site in multi-site
audit;

h) The chapter eight of ISO9001 and ISO14001 and ISO45001 standards, and professional
auditor shall be arranged for the audit to 7.1/7.3/7.5/7.6/8.2.4/8.3 of 1SO13485 ; and
professional auditor shall be arranged for the audit to 7.1/7.3/7.5/7.6/8.2.4/8.3 of GB/T 42061;
1) During the initial certification audit, ‘document problem confirmation’, ‘conformation of
reasonability of clause deletion’ and ‘organization complaint’ shall be shown in the plan;

J) During surveillance audit, ‘conformation of correction of last nonconformity’, ‘use of
certification certificate and mark’ shall be shown.

k) Time spent by remote control of computer shall meet the requirements of
CNAS-CC14:2019 and CNAS-CC105:2020;

1) The first witness of a new auditor is on-site witness; witnessed auditor and to-be-witnessed
auditor shall audit partial clause at the same team at least one hour.

m) Auditor-in-training can not audit alone;

n) Observer can not audit;

0) Technical experts must be accompanying with auditor in main region, who should provide
technical consultancy to auditor. Technical expert is not an audit. In order to keep
confidentiality, personnel record during the process of technical expert’s accompanying shall
be retained and archived;

p) Witnessed auditor can serve as member of the audit team, who cannot be auditor at the

same time as a witnessed auditor, while he can be auditor when he is a leader;

q) The same audit team can not review continuously the same enterprise for two certification
cycles;
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6.5.3.2 F A% %) %% Preparing the audit plan
TR PR @A
a) A,
b) FAHCAN;
©) FHILH;
d) BAFAZ G LR A BR AL T R AT AR
e) AHFHEH N 8 AL
) NBFZEHAMG R FR, QETZFETELEGRNATZARD
g) WAL A ER . BRor. M AKAS X, QMSFAZ R iEM 5, F LA F R A=
HAREFZ N F LR, RIVFZRALREARE TR AR B4
The audit plan shall include:
a)the audit objectives;
b)the audit criteria;
c)the audit scope;
d)organizational and functional units or processes to be audited;
e)date and location of the on-site audit activities;
fthe expected time and duration of on-site audit activities, including auditee’s management
meeting and audit team meeting;
g)the roles, responsibilities, identities and contacts of audit team members, QMS Auditor
Registration Number, and Professional field auditors and technical experts shall indicate their
professional code. Part-time auditors and in-service technical experts shall indicate their employing
organization.;

6.5.4 FizAiE 4094 @ Communication of audit team tasks

TR CFZAREBRH> (MFPO308) NIk F AL AT F I LML MRAF LA,
AERMBRFHARR N EIL, RBEABZF R, o RARBENFHARXFTHARR, FAH
AP R, R SRR EF AL o

TR AT AR5 FRARKBATE GAE, FHAERTHAK A TAILG B %
H, B E BREB. BEFFE. THRkERLFTEARNE VAT ER:

®  HHUMAA RRAEFTET R L RKR BE;

O HFHATFHNILR, T, REATAREEAKRZTX;

AGFAAENTHEN, FHARNE SEFTHERTIFTFEREL, FRIAZTHES RTES
BAEAT RSO A2 T ALK TS Ao T RAC T L0 T ARG de o ARAT 245 B8 F A% % B A
Gk 5 F AL A AEAF & T 69 R & o

Audit department shall send a ‘Assignments notice of the audit team’(MFP0308) to the

organization and audit team before documents review, and ask for suggestion of them to avoid

conflicts of interests. If the organization objects to audit team or members of the team and declares
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there are conflicts of interests, the audit team members shall be adjusted immediately.

Members in audit team shall communicate with leader before auditing. Audit assignments or audit
leader is responsible for logistic arrangement, such as transport, route map and pick-up. The
assignments notice shall at least specify the following matter:

® Functions in auditing, name and phone number of all members;

® Auditee’s company name, audit address, coordinator and contact information of the person

who picks up;

Audit plan shall be reviewed and accepted by client and submitted to auditee before on-site audit. Any
dissent of aduitee shall be solved by audit leader, auditee and client. Any modification of audit plan
shall obtain all parts’ agreements before implementing.
6.6 #1%iAIEF 4% Initial Certification Audit
6.6.1 Jz | Principle
MR TS BRI e =B . QMS 7 AN Bd 4t 1A e e R Y F5 E
REKABABLONA . —E—B/IEFATARELELLEFTZGHEL, SFHAAALRELE ZH&
WAZ AR, AW AR T AT R
ICASH#R#E GB/T19001 < i =% 32K R ZK> o GB/T50430 « TA2 1 %56 T4 b i 2 % ALY
8 R W IR TR FE BARR KT, TREBGET S LR T HZARZ AL R T LA
ANIE BRI F Mo

The initial certification audit of a management system shall be conducted in two stages: stage 1
and stage 2. The minimum interval between the two stages of review shall not be less than 5 days,
and the maximum interval shall not exceed 6 months. Termination of audit usually does not happen in
stage 1, therefore, if audit team considers the organization is not qualified for stage 2 audit, there shall
be explicit recorded in the audit conclusion of stage 1.

ICAS shall audit the quality management system of the applicant according to the requirements of GB/T19001
Quality Management System Requirements and GB/T50430 Code for Quality Management of Engineering

Construction Enterprises. The two stages of the initial audit of the quality management system certification of

engineering construction enterprises should be on-site audit.
6.6.2 % —M-B %4 Stage | audit

6.62.1 #—HHEMAMIZALTTHRARNERKRE, RIF_NRTFEHXEZE, SFALITE
WRG AT @, THARSH —HEAEERS: QREERRTATH&:

a) FALLLLR ) AL F IR R AT 8

b) FH P IHA RGBT ARG 6 BRI, St P AR AR AT, RS
- BF R A

©) WM ERKABALARFRELATNRTHZEEERT, HATEKRRARGTAHRE

1ot BAEIANA

d)%ﬂ¢ﬁmmg4%”ﬁ¢%%ﬁ%£wm&%@@ W LR E TAR R W B A
. FHLRFGH, GFARFEEFRRBAAFLEGE

e) FEH_NEAFTZIE WRGBRETIL, J+5F ikt ,,ﬁ”*"%ﬁétﬁ?#ﬁééém%;
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f) L& FRARTAH B, THREFRESERS, RIS BN ZILELA TLHme X
A, ARXNE_DBEOFTERB/ESL;
The objective of stage 1 is to prepare the focus point for stage 2 audit by gaining the knowledge of the
body’s management system as well as to understand the body’s preparation status for the stage 2 by
examining the body’s following aspects, Including but not limited to the following aspects::

a) review the client’s management system documented information;

b) evaluate the client’s site-specific conditions and to undertake discussions with the client’ s

personnel to determine the preparedness for stage 2;

c¢) review the operation of management system to determine whether internal audit and
management review have been carried out, and determine whether its management system has
been operated effectively for more than 3 months;

d) determine content and scope covered by applicant’ s management system, effective number of
people, process of activities and sites, and its compliance with legal, regulatory and technical
standards requirements;

e) review the allocation of resources for stage 2 and agree the details of stage 2 with the client;

f) provide a focus for planning stage 2 by gaining a sufficient understanding of the client” s

management system and site operations in the context of the management system standard or other

normative document;

6.622 AFERLAER, £F BEEP, FREXFHEHERRA L REE AT RIE
TEE0E 4515 8
a) FAEA LN EIRR LR L, AR AN AN HARFAIT AW AE, F&

H AL B A RICASH 2 K

b) M E % F AL RAEAE R RAE, SRR LB R, o R4S B4 ]
), WA, B R %R RE IGE Ak A KA S

0) FHEMRIEMA T AT E R ER O EAEENER, BHRIRR R &R

H = S B G AITREA G A A7 KRS TS ET%@ﬁﬁm%%ﬁ =7 4m

*ﬁ-u&ﬁ”ﬁ%%%%%wiﬁ%ﬁﬁ%%ﬂﬁ\iﬁ\Bh%kﬁﬁl o

d) ¥2 % _HETEHEERRGREENL, F5A587H ”%;%&ﬁﬁ%m%;

e)%éﬁ%%ﬁ%m?ﬁﬁ?ﬁﬁ%%%ﬁw%%%%é%,u@%%m%;%&ﬁﬁﬁ
X E B

) FMAREERNATHET NIFFELEZFT, AT KRR RLEA HEBATIANA A
£

) BINE AR R M) LA AL FIE AR T BN W T AT T A4

h) "B FZGERFRARELZERGFMEAN CEERALT. —RTFZERRFEA
F#y (MFP0374) ;
E WA LSL G B E L RGAAEZ R o R AT — MR A F A R
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BT AT R e, TS FHRNRTHEFEL,

BHARGAT, ARG, H55 —HETATAILY, 125 R|IEFIER FH —H&

8 L3k B 4 43 %

In order to achieve the above objective, during the stage 1 audit, obtain appropriate information on the
key performance and important operating element related to the auditee’s management system.

a) Audit organization’s documented information of its management system and discuss with
organization on the site if any problem arises, ICAS shall make its requirements explicit where
rectification is needed;

b) Examine the original copy of auditee’s qualification certificate on the site. It shall be notified

to the body if the original copy is failed to be obtained, and the body shall make arrangement to

verify company’s authentic information by other methods such as internet.

c¢) Examine organization” s understanding and implementation of requirements of standards and

applicable statutory and regulatory requirements, especially products or services described in the
documented information, department settings and responsible persons and whether process of
production or services are consistent with actual situation of the applying organization;
identification of key performance or significant factors, process, objectives and operation of
management system;
d) Examine the configuration of resource required by the stage 2 audit; and confirm the details for
the stage 2 audit with organization;
e) Get to know fully about organization’s management system and its on-site operation with
regard for possible significant element to provide key point for preparing stage 2 audit;
f) Evaluate whether organization has prepared and implemented internal audit and management
audit; and whether management system has been operated effectively for more than 3 months.
g)Determine whether implementation of the management system could prove that organization is
ready for the stage 2 audit;
h) Conclusion of stage 1 audit and problems that organization needs to correct shall be recorded
in “Management system document review, stage 1 audit conclusions and problems
list’(MFP0374);
Note: Audit team must notify the organization of the following once stage 1 audit has completed:
if organization fails to take necessary action against problems raised during stage 1 before stage 2,
which may lead to failure of stage 2 audit.

In special condition, if there are sufficient reasons, part of stage 1 can be off site, however, evidence

shall be provided to demonstrate that all the above objectives of the stage 1 are achieved.

6.6.2.3 LATF B OUT A J& 7 AT — M- B89 I3 F A%

a) ICASTHAR KFH R B ARBAITEHFT XFFME, FTARXT6.62.19 65 —Hr
BEMG R OB Re 2R, FHAEE—HRILGFHEREFZGHATRE; S

b) %W M A CIRAT HALZINT 69 GE AL AR K 6948 B FEAR A B9 AGAEIE B, @it at
H A FAGFEASRAGIEF, THIALFTES OERRR BT, FFTREKE
0915 8, RAZMRE MR FEYGER], HEH—NRGFHEAGRER; &
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C)  RWHT CIRATAIAM AR A FAT BAGIAGEIE R, xR T AT BT R A B AR RN
EHAS T THOFETHZTZEA RS RO FTZE L, FEAIN RO THEA
LR R S S

d) ZFHHH AL GIEETIER L S/ R FHAMFEN R, TR L, @b 5T
AFE, RATIERAR, FFRE —HBROFHEA R R do: K30 RLERELLF

HAERRGNEAZR, REERRRNGZRIMETTREARLZHGER, AFLLcF, @i

S FHEFT R I TG FE, THEZGRIT DT ZGF 2o
For the following situation, stage 1 audit might be considered not necessary:
a) ICAS market personnel or auditor have conducted visit or pre-assessment to the organization;
and have been familiar with the stage 1 objective of enterprise in 6.6.2.1, visiting report shall be
issued; or:
b) if auditee has obtained certificate of relevant management system issued by other certification
body which has been accredited through examination of its documents and materials and review
conducted prior to transfer, it can be determined whether auditee’s management system is mature;
meanwhile, information gathered can be used for stage 2 audit plan and achieving audit objectives
of stage 1; or:
c¢) if auditee has been issued other management system certificate by ICAS, activities scope,
organizational structure and process can be obtained via previous audit, and scope of audit and
audit focus for stage 2 can be determined through examination of its documents and materials,
and objectives and requirements for stage 1 can be met;or:
d) If auditee has sufficient evidence to show that its has obvious features and simple process of its
product/service technique, then through examination of its document, it can be regarded as
low-risk, such as: environment and occupational health and safety management system are
considered to be level three or limited; product/service of QMS are not related to compulsory
requirements by the nation or personal safety etc.; through examination of document and material
submitted by the auditee, decision can be made on whether to conduct stage 2 audit and whether
the audit objectives and requirements for stage 1 can be met.

6.624 —NBFEZLEASRATH, BETHAFETILALE, LALLM GFZES DT %
TR, — I RFTHRRELRE—NBEAGFHZE N TE, AREEARNZH TR
FAZIAE

Stage 1 does not require to be carried out on-site, and reasons shall be given in the audit programme

and explained in the relevant audit assignments book. Assignments book for stage 1 audit shall be
issued before the on-site audit date of stage 2 in order for audit team to arrange and complete off site

audit jobs.
6.62.5— N BEF AT F M, 1E BHZARE. i, FHALR CFRIKR
XE — BT AL R E L (MFP0374) HE R R ICASF AL, TR Z

G 7 T AT R FAZIRE . — IR T HEIRE T AT L R — A
Stage 1 audits are undertaken off site. However, stage 1 audit report shall still be filled out.

Meanwhile, audit team shall complete List of Conclusions and Problems from Management
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Documentation Review and Stage 1 Audit(MFP0374); and submit to ICAS’s audit department who
can only assign stage 2 audit upon receipt of this document. Stage 1 audit report can be submitted

when audit finishes.
6.6.2.6 —M-EFAZI X, TARLHE X898 KRR, A28 F A% X P RARIL K £ F I
oot R H 52§ SAT AR AN AL e i ]

In the audit plan of stage 1, the formal opening meeting and closing meeting may not be arranged,

but the process and time of communication and confirming with the auditee at the beginning and end
of the audit shall be reflected in the audit plan.

6.627TICASER AL EEF N RFBEMNEL O E LTS, QMR GETIIRX
EE N FH BT AR F) A A A9 19 A .
ICAS shall provide the auditee with a written conclusion on whether the conditions for a Stage 2 audit

are met, including any issues identified that warrant attention and may be determined as

nonconformities during the Stage 2 audit.

6.6.3 % M- F A Stage 2 audit
6.63.1 —MrEMFHEB: IFNAREZIKRRGERFTIL, CFEFeEH R,

BN R EEAEAG#AT, FESEEZATH@E:

a) HAZPIRIANMEARERIKRR, ERGEZIRFZAFELAATEE 69 BT A 2 K954
PERAEAE . RN FAR 2R A 0950 B R E S 69 B AE R L

b) IRIE KRG B ATFeRE AT (HE R 69 E AR A AT RTARATOME S92 2 —5) , &
GUHAT BAL. W2 REFR T AR P AR RIS LI B AT A B

c) IFHEIRARA MR H RE R FE. FARESR LR .

d) FH-E AR ZR G P S48 KRR EINAAT AR AT SHF I

e) AR ERIEFGEFILS;

) HIAR I F A E EIFF LT A

g) AIAEILE L T4 EI T E R M

h) FAATEEZ R T4 SRR ARfdeir. ERGFEEALER. By, ARREAH. &
Yo BB GUR R NI T AL IR LERZ IR F

) A, RAE IR AR OB A BRI R R

j) FEAKAGIEHER. F4 AR ARRIEAR. ERMEEENER. R, AR
1 B B GABBERNRTZEIRLERINGIER

k) #AES —NBRFTEFTIRANBH T T EGEA W REFIFFILEG T ERA
Z R e

D) AIARLEFR AR R TR T A F. AT F AR I A A 5T B T AT 5 A
TR BINIERZH T AEE GLRATZRET) -
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The purpose of stage 2: evaluate the implementation of organization’s management system including
compliance and effectiveness.
The stage 2 shall take place at the site(s) of the client. It shall include at least the following:

a) Determine certification applying organization’s management system as well as the
conformity and its proof for any requirements from applicable management system standard
or other normative document. Determine scope covered by its system and management and
control over its activity.

b) Based on key performance objective and factor (consistent with expectation of applicable
management system standard or other normative document), conduct surveillance,
measurement, report and review against performance to ensure applying organization’s
effectiveness to continual achieve its objective.

¢) Evaluation of management system to ensure organization’s competence to meet applicable
laws, regulations and contract requirements.

d) Evaluate the conformity of management system performance with relevant laws and
regulations as well as industrial standard;

e) Operational control of organization’s management process;

f) Determine whether internal audit and management review are effective;

g) Determine the applicability of realizing management policy’s management duty;

h) Determine the relations among normative requirement, policy, performance objective and
factor, applicable regulatory and statutory requirements, responsibilities, personnel
competence, operation, procedure, performance data and internal audit findings and
conclusions.

1) Ifapplicable, identify potential improvement area of management system.

j) Relations among management system’s normative requirement, policy, performance
objective and factor, applicable regulatory and statutory requirements, responsibilities,
personnel competence, operation, procedure, performance data and internal audit findings
and conclusions.

k) Determine the completeness and effectiveness of supervision, measurement, report and
review record of key audit point identified during stage 1 audit.

1) Determine whether its actual work record is authentic. Evidence found in the audit that shows
doubts of authenticity shall be recorded and considered when making audit conclusion and
certification decision ( in the audit report).

6.6.4 M & TAE S R W A% IF 44 77 89 42 & Preparing work document and preparedness prior to the

audit

6.6.4.1 WA R B AFT 5 LRI 6 T AL S, B0l B0 TAE A, Blde: dAERT R B4R
K EREAE AF

Members of audit team shall review and undertake their audit tasks, prepare for the necessary work
document, such as: sampling plan, research of relevant statutory and regulatory document etc.

6.642 ABHAREREmOIFH, FTHAREFERETRETHEANB LT F Ldoiffo X bt I
b, HFFBARERAEAGFTEZRIAE KON FHF L ZRAIE F3EVLF/0ERLS T

bk ZURITFRY o
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For audit where technical experts participate in, team leader shall ask technical experts to
introduce necessary professional knowledge and key control point to the audit team, plus ask technical
experts to fill out ‘cexplanation of on-site audit profession/oexplanation record of non-on-site audit
profession ’ prior to on-site audit.

6.6.43 FHANKICAS 691 %, mEREE. RE, ABGEA A,

Auditor represents ICAS’s image and he/she shall be well groomed, preferably in suits.
6.6.4.4 T KA ST AR KT EN TR 2RI E 5§ AELRE R — B F
AR PEARIE R RH IR TRTE IR RTZE R

Audit team leader shall reach an agreement with organization who applies for certification on

observer’s presence and reasons before starting the audit. Audit team leader shall ensure that observer

would not affect or disturb audit process or audit result.

6.645 HANFHREH—LEFER, RETHZEARSARATER K. FEAKEH
PREF Ao KT F 2 EAL BT L R

Each auditor shall be accompanied by a guide unless audit team leader reaches an agreement
with organization otherwise. Audit team leader shall ensure that the guide would not affect or disturb
audit process or audit result.
6.6.5 X444z B89 % 4% Audit of documentation information

AXAEIS09001, 1SO14001. ISO45001 22 % GB/T50430. GB/T4206147/4 &K, & R A4
13 & A A FRE BAK R BB T & 6990 s AR 6913 8, A RSB IR EAZ F PTAR 69 T4, m&RA
RAIRGFHAT (R—HBFHE) RIRBBICAS, FH R B A& #ATLF

MRINEF A, IHFEERLELE N CERKRR LT, —RFELERRFAFTED
¥, FRRZTET RBAS BRI TALA TR X A, ARES KB
FALA RILG F LI WAL T AR A

HAFAZ LA (o BINERY KICRA FA) & 2T AT &0 F AN, HFHER
BELEBN CERIKA LT —NEFHRLERRFRF LY TR FZAF, FEAGTH
KA A A B LE RBOE AN BV ARA AR, AGF R ITERF SRS

According to requirements of standards ISO9001. ISO14001. ISO45001, GB/T50430, and

GB/T42061, information required to be documented and information for ensuring the effectiveness of
management system, and works have been done during transition shall all be provided to ICAS before
on-site audit (or stage 1 audit) . Auditor shall conduct document review without undue delay.

During initial certification audit, result of document audit shall be written in List of Conclusions
and Problems from Management Documentation Review and Stage 1 Audit; and auditee is required to
complete correction of relevant problems no later than stage 2 on-site audit, so that it may be
confirmed before or upon stage 2 on-site audit.

When audit of documented information is required for other audit categories(e.g. recertification
or audit scope extension) , result of documentation review shall be written in relevant sections of
“Management system document review, stage 1 audit conclusions and problems list”, and result of
corrections shall be conformed before on-site audit is conducted. If no effective correction is
confirmed, nonconformity report shall be issued on the site.
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6.6.6 I3 FA g5 Conducting the on-site audit

FIHARR T AN IR TN T E, LA FHEARILATOAN T 3

a) A& RITHFAZAE ;

b) AR F AL EEAE & TRV ERRE . AR BRI E R R
M LA TR AT 8 S RRBEEI IR S

c) RA AL, HAE KGR EAIIEE RS A2 R — RO

d) FHiEE (AE. Wik M. BATRFT IR LLEE) |

e) WHEEM (HAHRITFHLERAMN, HANATZARL DM E T HOR B, HRIZA L
RO EFRE . REAFTZALCHRTE—FT NG FARE LT ZARRALALECHRTE
N FR. RECHKFEAACEEZXFTEA AL HRET) ;

) ZRFHZo
Method of process audit used during management system audit shall include the following 6 steps
during audit of each department:

a) Create fine environment for audit;

b) Determine the basic information for audit(such as department’s environmental/hazardous

elements, objective, factor and programme, responsibilities, frame, document, resources, product

being manufactured or service being provided)

¢) Process of identification especially consistency of key control point and method of verification

with which required in the documentation;

d) Evidence tracking (witness, evidence, documentation, operational record and performance of

process etc.)

¢) Examination and looking back (each auditor shall look back and examine all the audit project
before the end of each department’s audit to ensure that there is no missed project to be audited, to
check if there is matter to be further confirmed in other department or matter to be confirmed by
other audit team member in other department, and whether sufficient negotiation has been made
with auditee on audit findings etc.);
f) Closing audit.

6.7 #i% &3 Audit activities

6.7.1 3 F & x4 Conducting the opening meeting

FIH) 2 B R BB T RATF A EF .

AU FHARKIHR, FHARR. LFVHEFTRSEEL. LTEOPRIEIEZ R TASL
Ao, B AAR (RIEFHZERA) B &2 &> (MFP0312) L& 3| & §F A KKAIT
¥, QMSTFHEAKENRE B RENA R/ FHIEAMA;, BEOQMSZFH 7 K& EBE T RA
MERENE, SHEFHFOERG ISR EEEAR SR, THAREIUKERSEEHL B
g

VIR RRRE, WA B e IR AR T S e o

ﬁ

ICASPO3C #9147 Page 28 of 65



ICAS #E# R
Tel:+86 21 51114700 Web: www.icasiso.com
QMS. EMS. OHSMSiAE® 242 5 hk: &P 3823685 4 5 X B 31F/25F/18F/8F

BREBVERHFHAKEIFNLEEATALR, FiLARAREGNE. BT GRS
R @4 T 5B AN, FmR AT 5 AR RS0 RS-
BHENBHEAAR; QHERENBLAE;
NBEER FHA G FERE; 5ARHIGAETE, Fauy i s i
NG TLE BAT AR, HARAINTHILE N AT AR EEPT RN 5
® LUBHINTHGH, WA B TSI, BT LW 7 R e P
R, BIRALRATE Ny 1S Hpris &4Em &> (MFP0350) , AZXAFHFALT, F
AR E SEIPEFZX], ARTEEZINA DI, FHAKIAAD BRI/ 5Pt
HRTAAAX TR LN, B il feF AL,
BTN E AR YL An 4 4R Z 18] 6 B XA 38 R 1E
RINT A R R AT R, AR 5ER 6 A X 24, flde, KA E. 3
En BImAR, FAEAFZ TG E L EZ A 6N BT A DA RALATRT 69 L5
FRINT AP E TR AR e (e i @i, @ TR FaRYy) ;
ERARBAREFFIAR ERBF T, EHNEMRFER;
N F A TR A FR. pafifiEsr (GEN) ;
NBIERAR R FZHEE (a5 LIk BKE) ;
8 B8 F R he AT 5
AT ERZIEHERLER; LT ERFER BT AR A IR b9 2 XK
W28 T ik, ARSI H AL F e AR
BLEA 7T A 25 0L F AZ 09 1o
AT A KA FAZ AR K ICAS T F 5 5r, FRER TR (BETAZEHFF
AFAR) BIPAT;
BLEA W A% BT R 69 db A Ty ke T AR T
FINFAZIAL R 09155 (WLZ0t)
KT FHEAEL A Gt o) 2L BAR
BRIAAE T A K S B4R F A AR RAEAT KR 5
ZHZ FAL A F L W AR LA P,
AR THREAGREBVNEAT AR, HH T <HEREXEHREY (MFP0313) .

The main purpose of the meeting is to simply explain how to conduct the audit activity.

Meeting is hosted by audit team leader, and team members, top management of auditee, person in
charge of functions or processes that are to be audited will participate in. Everyone(including
members of audit team) who participates in the meeting shall sign on the ‘Sign-in sheet’(MFP0312)
and audit team leader shall keep the record. If applicant organization requires, members of audit team
shall show identities to the applicant organization. QMS the audit team leader shall retain

photographic or audiovisual evidence of the opening meeting. If the top manager of the QMS auditee
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cannot attend the opening meeting, another senior management member with written authorization
shall attend instead. The audit team leader shall document the reason for the top management's
absence.
Audit team leader shall guide and introduce the following information and give the organization
opportunity for questions. The confirmation of following elements shall be confirmed during opening
meeting, and level of specificity of which shall be consistent with organization’s familiarity with audit
process:
® Introduce the attendees which includes introduction of their roles;
® Introduce characteristic, purpose and basis of auditing; explain to organization that making
samples shall base on the affirmative scope; determine whether forbidden products are
included in the scope;
® Determine audit sites with organization. If there are fixed multi-site or temporary sites which
are not reported by the auditee to the body during application, the organization shall fill out
oMulti-site oMulti-location Information consultancy (MFP0350), under such circumstance,
audit team leader shall adjust the audit plan and ensure all sites; if team leader consider that
site sampling or audit man day is inadequate, he/she shall inform audit department;
® Determine the formal communication channel between audit team and organization;
® Determine audit plan and any changes to it as well as other relevant arrangements of the
organization, such as time, site, attendee of closing meeting and interim meeting and any new
change of audit team and management of auditee;

® Confirm necessary resources and facilities (temporary working, communication, vehicle and

labor protection);
® Declare confidentiality commitment and erasure confidentiality matters;
® (Confirm safety matters in audit and work, emergency and safety procedure, if existing;

® Introduce function of accompany personnel and put into practice (guide, witness and
contact) ;

Introduce briefly how to implement audit activity;

® Specify that the on-site audit conclusion is recommendation conclusion; specify the
definition of and dealing method for major nonconformity, minor nonconformity, and
observation as well as the level of influence on the on-site audit

® Specify possible conditions for terminating the audit;

Determine that audit team leader and audit team represented for ICAS are responsible for
auditing, and take control of the implementation of audit plan (including audit activity and
audit route);

Specify the sampling method and audit procedure used in the audit;

Confirm language used in auditing when necessary;

The dealing process of dispute occurred in the audit;

Confirm that audit process and any focus have been informed to organization.

Arrange a speech from the leader of auditee party and ask if the organization has any
questions;

‘Opening Meeting Checklist’ (MFP0313) is prepared for checking if there is omission in the content
of the opening meeting.
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6.7.2 & 4% ¥ #9 4 i@ Communication during the audit
6.72.1 RAFBBURGFTHCEARIFARE, FHARY ZH L 048 E18 B A @7 X; Audit

group leader shall arrange necessary communication channel and method according to scope and
complexity of organization’s audit;

6.7.22 FAHM AL — KA LA}, FHEAKEHRBRFZLANRBAT KB 23, M
a) R E;
b) IFRFHBEEA;
©) XZut, EH o EFHUAARR A,
If the audit time is more than one day, group leader shall organize a brief meeting everyday in audit
team so as to:
a)  Exchange information;

b)  Evaluate progress of audit;

c¢)  Reallocate auditor’s work when necessary.
6.7.2.3 MABHAER LT A2 B, FAZAK N &4 6 8 2068 R T Az 3R AF JLRAR X L. Group

leader shall inform audit progress and related information to organization regularly according to the

scale and complexity of organization.

6.7.24 FHARRLEFTET ZILEXREEN, RANREFZAK, FhakS5HR4E,
If there is a major nonconformity, the auditor shall report to group leader in time and the leader
communicates with organization.

6.7.2.5 VAR R S R IARLTCE XM FI R KIE FAE, B EEE e T HARKRSE, %
F0f, MiBFRZE4R . If auditor find problems over the scope, he shall point it out and report to leader,
if necessary, to tell the organization.
6.72.6 ZHRMAFTHIEBETHFHANWRELL, RETALLEESFERGFMHF, Fi, Fldo
BAERE REGEFIRFR FRFEN, FHAKE S FHRPFIKEARIFFRLRE EH
AN B R RO T o ARG T UAF BAT 7 X
a) EHTZHEF AL R R F AR
b) BB FAZITR], WHEE T RIF AR G4 K IR shZHEuE A 398 F A%
¢) MEWFH AWM AETHILE
If the audit evidence obtained shows that audit objective can not be achieved or there is emergent and
significant incident and accident; such as safety risk, unexpected accident during production process
and environmental accidents; then group leader shall contact audit department and determine remedial
actions or terminate the audit. Remedial actions can consider the following:
a) Re-arranging audit time and plan;
b) Modifying audit plan and arranging time for follow-up audit of area with major
nonconformities;
¢) changing audit objectives and scope.

6.7.2.7 LB FET, BAALERIKR T RO XA LR I/ A FIZECALTE,
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Bk i F BICASTFHAPULHEA IS KR WiEY &, B FHIAGHEE LN FH
HRUITIFF. FHBTHES EEEAR AT ERNIFF, 5 TIAELFEE 9T LR/ AL A
BRI PHETREF TG RENROEE (—RT LN K LT AE KMFP0374»
REF)

a) AGELGTEE T E

® PAEHALLAR A 69 SAE S

® FEIAT AL STEE;

® fERmyeEN.

b) AREFEKRRZIROGH ARG ETE
THRARGEE
W AZ R 8GR

® ERmueEN

During on-site audit, if there are changes of effective number of staff, name, address and/or audit
scope that are involved in organization’s management system, then audit team leader is in charge of
contacting ICAS’s audit department and fill out the form of Application for Change which shall then
be signed and confirmed by the enterprise and be returned to audit department for review. Personnel
of audit department for managing audit programme is in charge of reviewing the change. For change
of certification business scope or/and staff number, necessary actions shall be determined after
confirming the following matters: (The change records found during the stage I audit are in the
MFP0374 form)
a) Changes of certification business scope
® Assess professional competence of audit members;
® Assess accredited business scope;
® Ask for organization’s opinion.
b) Changes of effective number of staff that is involved in organization’s management system
® Change of audit man day
® Adjustment of audit programme
® Ask for organization’s opinion.
6.7.2.8 ALATHF AR N 4o LI PTHF AT EFEA B LTk EH, BB RFTHAK,
If any audit team member finds that the department being audited is not actually allocated with
element activity, he/she shall immediately notify audit team leader.

6.7.2.9 FAZMKE B KT ZUEAR R FAZEAL b 69 ZILAE KRR 2 BT #AT TR I 42 6970, A4
TH R AR, RETHZAKBAR TS, Z7ToXTHEAIRE, SFERH5FHAKH®
AR AP, FAERAGERANFTAZARKGZHE. FB5THZFRRICASH KER
e

Audit team leader shall gather audit team members to conduct discussion and overall comments on

findings during audit process before the closing meeting; if nonconformity is determined, it can only

be raised to the auditee after confirmed and agreed by the audit team leader; if there happens to be
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disputes on the nonconformity between auditor and team leader, auditor shall submit to the team
leader’s arrangement on the site. The disputes can be submitted to the ICAS technical committee for
verdict afterwards.

6.7.2.10 MG FHEARAAKT € Rk EFHT LR ZARIN, RELLE CEELFH K,
WAk A F AN, AR FHEIRAEEF I EHIATFRARGFAIA, THAK AT LS LA
AR

If audit fails to be completed as planned due to the inconsistency of staff number with facts found
during on-site audit, form of Application for Change shall be filled out first and which shall be signed

by the enterprise and sent back to audit department in order for audit department to determine the

audit man day once again; audit team leader is in charge of arranging remedial actions with enterprise.

6.7.2.11 % 5520 R0 AF A K o B, FAZ UL B S0 T BRAL LR 69 MR, ke R T T 3 A
A OENZEERER, RHEHRE L. §RHEXE. T kL EEZ 0658

hr 40 RO R AR, U B A S RS e F TR R, MR R BEICASH £«
W B FBUEAY  (ICASP06) #4389 4 32 75 %o

When there is a dispute over nonconformity with organization, audit team shall listen to
organization’s explanation modestly first and shall not request organization arbitrarily by experience;
team shall deal with the dispute in a constructive and professional way; if organization’s explanation
is reasonable, the nonconformity may be eliminated. If dispute can not be solved, audit team shall

explain handling method in Appeal, Complaint and Dispute Procedures (ICASP06) to the
organization.

67212 ZHFHBARNFREXFEILANZA AR FLBIWRAYFFIREFS,, THAK
R Bp EIREEHE,

If abnormal/emergency events happen within the audit team or with the auditee which can not be dealt
with or negotiated the audit team leader shall immediately report to the managing director.

6.7.2.13 QMSW Az p @ @A @iz FH X, T FHT RS E LEAKRE T LAFR-FAE
RegE AT E LT, TREAGB R/ R FHILRKFIEAMH.
The QMS audit team shall conduct a focused audit of the top management's leadership role within the

system through methods such as face-to-face interviews, and retain supporting evidence including
on-site photographs/observations and audit records.

6.7.3 4% 8. 6934 &£ Fa B4 FoiT 5% Collection, verification and record of information
6.7.3.1 WAZARR B AL ARG FAZIAEN, ARIFEFEITR A6 7 XBATE &Ik
1 Z A FRAEE . 45 B89 IR T WAE
a) S50 TALMAR K. BIEFTHEAR G E)VR AT AR B E 5 M, 48
K WA R 4T iE L A 4]k
b) *FEF). fﬁlﬂiﬁ%iﬁﬁﬁ%ﬁ%%%’?;
c) XA, dw: FAH BAR XL A ARA. BEH L. B SR TR,
HTIE & R A R RIRE. TEF;
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d) HKIEMILE . 4 Folk 43547,
e) LBINAEFH EMAE B MAEF AR A91E 8
f) HAF@aRs, o BMEBL. BIKE;

Q) HA AU A W 35 ;

hy ie;

The audit team members shall collect information with a sampling approach in its audit work

according to the audit plan, sources of information can be:

a) Talk with employee and other staff. If non-auditor (e.g consultant) answers to the questions
on behalf of auditor, then relative audit team member shall stop him/her.

b) Observation on activity, surrounding working condition and environment;

¢) Documents, such as policy, objectives, plan, program, standard, and guide book, criterion,
drawing, contract, business license, license and mandatory product inspection report and
order form;

d) Summary and analysis of data as well as performance factor;

e) Information of organization sampling scheme, sampling and measurement process;

f) Other reports, such as organization complaints and feedback etc.;

g) Computer database and website;

h) Records;

6.7.3.2 % #it FAudit Records

ik OIENTH. AREH. 5P, XHFERE. TR FHA ST M AN
WRF I, FHRYLFRAALTHERF BN XN TF ARG LENE, FHRARETLECA
BT R AR B o F] o
RAHFEMBEARBATRAEZFTE, ZFEMITRATE &

a) SRAATAR T AU By R AT R ZAZF AL

b) &AEFHA A TAZHLE;

C) X AT S ImAR

d) A6 AL KL AR,

e) WITAIR K BIEF FAZIG AR L ARFIR G

£) H o/ R 49 FAEIETE

JEOHSMSH Az 0y, WHAE @E A TAR: RAOHS FAFIEGERE; 7 7wOHSH R
IRE;, ARBAR THEGAR, WEAFY L, TAEEAR. KEAFEER T, 2@
FHAR: NFLERBOHSK et X FHHEEAR R L, fROFZHFERLMT T, @ik
AR Hr. ZREOFENEGE, BFTHCREALERT TR, ZRRTEREGT X, L8
&3 69 Bl B AT R

RPN B TRBORREC H REERIEILFE, LIMAER, TUAUAR K F XGE, FF
BRILRKAE T
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THILFAEAG XA T L, HREAT, ST I Lo FHITLTERARILEF HIEHE,
IEYETT AAANGE PIE R EIWFF. 4o BFTERGFE (TR bhPTF5) , @K
ARG Ao AEA S o

%98 T ARG RAF o Fe LG FARIEYE A o2 Ko L0 FAZIEIE T RN B AIRE,
AR TR

MEZEATEFR:

a) A KINIERT, HQMSH) FANF LB TN E ZINELE N GTA RR X607 5% (B
BrA AR 09 5 e AR FAZZ)) 5 WF AT T B A e A T8, s FI15 LR
FEAEFH 5. B RTRITA NG = oey A TR F 5. THELCIENE, Fldo: A
R RERAF, ARIEALARA L7 2R EFHREL T TRZN, UAKRIZIA
LR BN BT A AR N R A B AR R .

b) A aF, QMS#98.6 % & ¥ 4710 F R AKILIAGE T B M 49 R R £ 5] 69 7 % 69 B ) IRIB/ 47
o, ot BART SICAIE. BAATEIITHILGIEE (@168 KR BRI/
LM MBIRES) , o THH FRERMICRI T A AT PAT L0 IETE, AT
KA RE, R FAZ B A egitxl;

c) Ay ShIRAR Ty AL 4G 7 e RIR S AL, RITFINIRRBE A T S BARSBIRS, R A AEH)
H, (BELHAEZ SR 09 F B 2 2509 6, I AT mALA LR % G P,
It B L HAT FHRMIFILR)

d) FHEERREGHELFRE. FAHLLATERNE, BOSTFHEELNGT. FHEA
ML A ESIRIE;

e) NFHITRNZRFHYFRTARBY,;, AL E LI AHBAEZ LFHER L EF.
RREBATHFH DB L, FAHAARKS ZHFT AR R LA AT HILRLRT AR,
FREBTA TR LT HAKEH

All records include application, contract review, mission book, document audit report, audit plan
and all records and documents related to audit. Audit department shall retain the origin copy in
electric or written way in company. Audit team or other staff can not take origin copy away from
company.

When using computer for remote audit, the following details shall be recorded:

a) What is the use of computer-aided technology to conduct remote audit;
b) Remote audit items and address;

c) Participants of remote audit in opposite side;

d) Documents and record name;

e) Name and duty of the personnel who audit by video or telephone;

f) Key evidence of conformity/ nonconformity

During OHSMS audit, the audit team shall interview the following persons: the manager with
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OHS legal responsibility; Employee representative in charge of OHS; People responsible for
monitoring the health of employees, such as doctors and nurses. There are also managers, permanent
and temporary staff. Other personnel should be interviewed: managers and employees engaged in
activities related to OHS risk prevention, and managers and employees of the contractor. Interview
personnel, identity, reasons for remote interview, etc. shall be recorded according to the requirements
of the audit record form. Reasons for the remote interview should be recorded.

Audit record shall use Chinese but foreign language can be used in special circumstance. Record
shall reflect audit proof which can be witness, physical evidence and quality record, such as a
traceable sample (product name and batch number), personnel name and witness etc.

Specific nonconformity and audit evidence shall be recorded; records that meets requirements
and supporting audit evidence shall be concise and with a unique traceability.

Notice following matters:

a) In the initial certification, audit to clauses in Chapter 8 of QMS shall cover all varieties
of products within the certification scope (which means that all different kinds of
products shall be audited); in the surveillance audit, sampling can be used as appropriate;
record shall have traceability; for product which has stopped producing or is not being
produced, which has not completed all stages and which has no order, other evidence
may be collected; such as: personnel qualification, ability of instrument; to prove its
production ability, however, it shall be noted in the audit circulation sheet to ensure that
this certification project covers all certification scope in the whole cycle of surveillance
audit.

b) Audit record of article 8.6 in QMS shall represent different products’ basis or standard
when leave the factory. If necessary, to collect evidence of 3C certification and
implementation of mandatory standard, including type test, national/regional/industrial
spot check report. If auditee can not provide 3C or implementation situation of other
compulsory standard, the reason for failing to provide shall be recorded as well as the
current plan of the auditee party;

c) If there is process of product or service provided by external party, it shall record the
name of the product or service provided externally as well as it s control status; (if
organization’s product within the scope of certification product is all outsourced, then
the outsource company shall be regarded as organization’s multi-site, and where on-site
audit shall be carried out and be recorded.

d) nonconformity records shall be clear, accurate and traceable, and shall include site
where the nonconformity is found, description of auditing and evidence of
nonconformity;

e) Audit plan requires that there shall be no clause fails to be audited. Auditor shall sign on
the first page of record. In the audit team meeting before closing meeting, audit team
leader shall arrange members to examine with one and other and sign to confirm that

there is no omission in audit record. The audit team leader shall archive the audit record.
6.7.33 FRHAKEFTH IR T LM AETZARR 2T HBICASE 52 K48 A 4.
The audit team leader shall always check in the audit process whether the team members use files

in accordance with the procedures of ICAS.
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6.7.3.4 53 FHR 45 5T % D G HR 4 E A FHAILIA A, % TR ARG G
Bt %o

Auditor instructor-in-training shall be responsible for the auditor-in-training’s activity and final

audit findings, auditor-in-training shall not prepare audit record by him/herself.
6.7.4 # A% 25 R W] 89 A& &-Preparation before the end of audit

6.7.4.1 % ¥4 A& I Generating audit findings

WAL AR, T ARYE AT A N X AL T 69 SR AT AN AR W AR o e T, IR
WFAZIEE, BT Z A Pl wEMSF HAS, IR T2 EXREE RRILE T 6IRA F8 Eb,
) B 8 B K VE FT AR AT TAR SR T o 9 IR K AR A Fe B, T LU W AR P IR A
Fait KA H#NA

Audit team members confirm the integrity of the audit by using audit criteria for ensuring the
adequacy and completeness of the audit, evaluating audit evidence, generating the audit findings.
Such as EMS audit, except for paying attention to identification and management of significant
environmental element, identification and management of environmental element which may cause
pollution to the work environment shall be paid attention to as well. Improvement opportunity may be
identified and recorded in the audit report.

6.742 FHAK AL RANZAT, BFVHIAAN, THERE:
a) AATHAZB 0, T FRAARFHIEF FERGELERE;

b) FERFHIRF ALY EF, HFRERER—I;

c) RIFEEEIFF. NIAFFFOEETRRRARTEAIN, BAKRTZGELE, T REETH
B E RIEREIRIT e R RN

d) #h ZAEAT b B0 RIZE

The audit team leader shall arrange audit team meeting before the closing meeting. Audit team shall:
a) Other information regarding to audit objective and review audit that is found during the audit
process

b) Consider uncertain factors during audit process and reach agreement on audit conclusion;

c) Make suggestion on department factors and process of next audit according to suitability of

management review and internal review and this audit finding and continuity of the audit;

d) Determine necessary follow-up activity;
6.7.4.3 WM R AR GERAE, HINFZIEFEG RN, SHEAREMRIFEL. FH
KN 22X e T ARG RN KT FALIEYE R T AZ L ILGEAT 2 T I, R R 5%,

B AE T
a) AR 6, T TR F LA
b) FERFHLE T RAZGEE, T
c) RIEEHIFF. AFIFFOETRRART
TR EFEGFRNTRE2E, TERBER

i R
IR
A, RARTFAZGELEN, T REF

o
l
2
a7
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d) A BAEATL B RIZES;
e) MINFH AT ENETMH, RIRFIEFTEZ5K (FlieieB. FiazarE B 3. LKk
) o

The audit team shall communicate with the organization on the nonconformity, confirm the
accuracy of audit evidence and let the organization understand and accept it. Audit team leader shall
try to solve any disagreements and opposite opinions on the audit evidence or audit findings between
audit team and organization; the unsolved disagreement point shall be recorded
a) Other information regarding to audit objective and review audit that is found during the audit
process
b) Consider uncertain factors during audit process and reach agreement on audit conclusion;

c) Make suggestion on department factors and process of next audit according to suitability of
management review and internal review and this audit finding and continuity of the audit;

d) Determine necessary follow-up activity;

¢) Ensure the suitability of audit programme or identify any modification, such as scope, audit time or
date, supervising capability.

6.7.44 FHILAR B 5 A 5 EILE FRSRILET CRHEAMIRS> (MFPO314) F,
RHEERD Ko R ERIRAE TR EZFW L, FFWMATIR T ST 6 B NIEHE .
BT AR ER, ARV TIT S, AARIEHE LA LR SF2EE. 2 Ra4u
BLIRT A 0R B KGR T %o

FAARAE T BT RS ARPTA B89 F A AN o

Audit team member shall record the nonconformity found in the ‘nonconformity Report’
(MFP0314) and rate it. In the nonconformity report, it shall be clearly specified and notify the
objective evidence it is based up on in details. Before the report is formed, organization shall be
notified with the nonconformity to ensure that evidence is correct and nonconformity is being
understood. However, reasons or solving method shall not be disclosed to the organization.

nonconformity and its corresponding audit criteria shall be written in the report.
6.7.4.5 13 F 4% 4518 Audit Conclusion

TAZMRL6.7.4269 4, M FH T KEN A SF R RAT M, IRF FHEAAI;
RFHMERER—K, BRTELER. THERELLSATAZ:

a) BHEARA LW AN F SRR

b) EIEIRAZRN L. REFFREAGAH AL,

c) M. FHIFFHETH. oM. AZEFREET@THGRS;

d) A XEEKARLRTRERNIE®TA G @ ELE,

e) WAL

f) oat, 3EE

THRE T RAIEFLE LD EERARFTERENIE S, ZEAESFTREET:

1) 1 RINIE——HFNIEEM . R NIEEM
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2) BB BIME——EFRIAEEM . REFRFIAEEM . BFEFIFES. R
JE 3

TR AT AT ILAE X,

W OEREM RHIES: STHRAARGABURES, LM RRY BRI ERIESE,

RINEA FAAIERS, A EM; BT, AR

B A5 FEM RIS ST RAIAAT TR, TH RS2 B 5%

T M B ERASE, I A R B R

B OEAIEBEE WRTE, %A I AR BRI, AL T RE/

IR ZEF B NG F AN LRI BTG ERAAL—A AV R EHRA L 2 EHE;

W REBONIES: GEH GG AR A A AT RIS 45 & T A TR IA ) 4 E

ko

B RagEEM

l. REBHTNELKRRAR TR, THFEGNERE N ZRAR SN R K,

2. RNZHHITHLEERR TLEFARA LML P Sfo Rk F R 248 X" F ik ki AT
A

After discussion of clause 6.7.4.2 by the audit team, it shall generate the audit conclusion which

includes the following:

a) The conformity level between management system and audit criteria;
b) The effectiveness of the implementation, maintenance and improvement of management
system;
c) Suitability, sufficiency, effectiveness of internal audit and improvement ability;
d) The most important positive and negative conclusion in the implementation of FSMS;
e) The conclusion of audit team.
f) Make suggestion when necessary.
The final recommendation conclusion in the audit report shall cover tasks assigned in this audit,
these tasks may include:
1) Initial certification -- recommend certification registration, not recommend certification
registration
2) Surveillance, recertification -- recommend maintain certification registration, not recommend
maintain certification registration, recommend suspending certificate, recommend withdrawing
certificate

The audit conclusions may be in following forms:

B Recommend registration or maintaining certificate : When there is just minor

nonconformity in the audit finding and corrective actions have been taken and verified,
then recommending registration after initial certification and recertification and maintain
registration after surveillance audit;

B Recommend registration or maintaining certificate with conditions: when there is major
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nonconformity in audit finding and correction plan of nonconformity has been made and
part of the corrective action has been implemented, then recommend/maintain with
conditions based on the situation.

B Recommend suspending certificate: during surveillance audit, if there is breach of laws
and regulations of the certified organization on-site or there are
quality/environmental/safety accident; it is found during on-site audit that nonconformity
issued last time has not been taken effective corrective actions for more than a months;

B Recommend withdrawing certification: no effective corrective actions have been adapted
to major nonconformity for more than six months after suspension of certificate.

B Not recommend registration:

1) There are major defects in auditee’s management system, which does not meet
requirements of certification standard and compliance requirements.

2) It is found that the auditee has major quality safety issue or other major violations of rules
and laws.

6.7.5 & JF Rk 4L Conducting the closing meeting
THASALNRSEEL. RAMXPRIFNTATA—ARI FFEXG KRR, F&RE
AARES, ZHEBWYRSELE R LRI RSN, Bl EGFP @RS BEEE
AR, FTHARKERRRGEEZERFEN, RRAXBFTRAKER, FALFHTE
W% B R Feik B 69 77 XAT B F A NALE 4, 036 X TNEMIEERE L. FHAKRTER <KX
2 E %> (MFP0316) #& X KA EHANAE, AR BH EGFR, LB, TR
AR AZ R Ao st FAZAT R AR . KRR AN E R LT B H/FRIEA MR R A F Ha KK
EFFRAITER, QMSZFH 7 09 K& F A RSk R AT, Bo RSP @A i s
BEBARSE, FHARILERSE LR LY,
KRENEEN Z:
® FTHRAMRLE: TZRAHIARRFTEYTLE . FHIATF SRS FEARRGLZELSIFH
HINE &R FHIREN 9 KF
T WA ik
BLEA I A IR T A% Ty AT 3 R 6T BAT ] B Aw 2 JE 355649 B 18] 2 R (do SEAT BAGE B AL
FALNGE LR AT 26 2] SE 5 2] [E 343609 B R, M AT 69 TAE JB) 3 42 b — ANGAGE JB) 2 2
RATE AR ;
® i8] ICAS 438 RAF 4 R IIE BB L ey it f2 (@48 AATIRIE AR F AL LI IE 2K
ICAS iz M3R+F 2. ICAS B2k, Kk (W1W) /FA&FRE (BF) $8) ;
A ICAS B KRS RWHEEH,;
BEFEER;
INFEIE P Fo AR & 0942 R & K
® T WMEM FE. PRERIE;
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® HHAIZEABYER,

® TR

® LB IFAE IS IR,

OHSMS W 48, B & RMEPR A G F R AOHSHEFEFAENEEE, A RN TMEEHA
B A HOHSH 5 TR & Ad RkLI,;, Ahbiltg AR BAES; K36 R LK FEHEY,

FOR AT A IR E B, FHA S AR R X T FZEIARELGETrEEL
JAF B I IR T b R AT AR o AT KRR R 89 58 F LR AR W AARE T T AT F 53 ICASE
.

The audit team convenes a formal closing meeting with the organization's top management and

B
k.

heads of relevant functional departments, requiring all attendees to sign in. If the organization's top
management cannot attend the closing meeting, another senior management member with written
authorization shall participate. The audit team leader shall document the reason for the top
management's absence. The closing meeting shall be chaired by the Lead Auditor, who presents audit

findings and conclusions — including recommendations regarding certification—in a manner

understandable and acceptable to the auditee. The Lead Auditor may use the Final Meeting Checklist
(MFPO0316) to verify items requiring discussion, ensuring no relevant matters are omitted. Where
necessary, explanations of audit findings and interpretations of audit criteria may be provided. The
audit team leader shall collect and retain attendance records and photographic/audio-visual evidence
from the final meeting. If the QMS auditee's top manager cannot attend the final meeting, another
senior management representative with written authorization shall attend, and the audit team shall
document the reason for the top management's absence.

Main contents of closing meeting :

® Audit report: determine audit scope, nonconformity, and comprehensive evaluation of
management system, audit conclusion and distribution of audit report;

® Re-affirm sampling method,

® Specify and confirm the time requirements for correction and correction actions against the
nonconformity taken by the auditee (specify limited time of implementing corrective
measurement before certificating when make recertification so as to make new certification
take into effect before the ending of last certification);

® Specify the process of nonconformity dealing process and verification of correction

(including voluntary verification of correction, verification of correction by the audit team,

ICAS registration department assessment, ICAS managing director’s approval and process of

certificate issue (initial audit)/qualification maintenance (surveillance);

Specify relevant ICAS service and activities after audit;

Requirements for surveillance audit;

Requirement of use of certificate and marking;

Reaffirm impartiality statement and confidentiality commitment;

Requirements of auditee information communication;

Problems that are to be clarified;
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® Explain processing procedure of complaints and appeal.

During OHSMS audit, the organization representative shall be required to invite the manager with
legal responsibility for OHS, the person responsible for monitoring the health of employees, and the
employee representative responsible for OHS to attend the end meeting; Participants should sign in;
Reasons for absence should be recorded.

The organization shall have opportunity to ask questions during the closing meeting. Any
disagreements on the audit findings or conclusion between audit team and organization shall be
discussed and solved as much as possible. Any unsolved disagreements shall be recorded in the audit
report and be submitted to ICAS registration department.

6.7.6 3% F A% 4 RATF AT & BT AR AR

TAAK R 50 A L F AT &R BRI CHAZ AR EAR> (MFP0309) *§48 X % 4% L
PIATR R B ERTREFT EFHING T4
Collection of audit information and audit documents before the end of on-site audit

Audit team leader is responsible for collecting relevant audit documents according to Audit
document checklist MFP0309 and complete the process of confirmation such as signature and stamp
as required.

6.7.7 %1% % Audit report

FHRENFTEARK R THF, FITHERENGANER T FAEIRSE T 0915 & AR A K
IR ERE AN &, LR &R RRNEICAS R ZF ZFHF .

ICASE MR A B RAAFE ZA T FFAZMERZAR, FRE KRR IEE .

Audit team leader is responsible for the preparation of the audit report and its content. The audit
report may be attached with necessary evidence or record of related truth for the certification which
includes words or photos, videos and other audio materials. The information in the audit report shall
ensure that it could provide sufficient information for the certification decision and requirements for
this information shows in the quality management manual of the organization.

ICAS service personnel or other appointed personnel shall submit the audit report to organization

organization and keep evidence of signing or submission.
6.7.7.1 ZHFFHREN, BERRETRTHOELD, ARZAFNARTEEZREE LI EPT
B89 8 R I=H

When preparing audit report, for each item in the report, it shall be evaluated in regards to the

organization’s management and control of processes and activities covered by management system
6.7.7.2 BB F A BIGEN, F &K EFCFIIEL RN TR RA SR 2 EH A 2
TAIEIE P A GEAR & 69 SHL AL

During surveillance audit and recertification, special attention shall be paid to the following and

record shall be made: the changes of organization with certification, effectiveness of corrective
actions of nonconformity, compliance of reference of certification certificate and certificate mark.

6.7.7.3 HIAEFAZLA], F AT IFAEA LR L —AGE B B 69 % AR R EAT SR AT IR, BAETF
Mt E A E—i AR R B R AR R BAT SR AOE I BB IR T AR R,

Before recertification, operation of certified organization’s management system during previous
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certification cycle shall be evaluated; and recertification audit shall pay attention to weak links shown
in the performance evaluation of management system for previous period.

6.7.74 XT¥BRATHEL RGZALR “FE&" . "BAFE . "FTHE t9kEL
#43i£ M 5. The selection and description of the three options in the "Management System Audit
Overview" colurnn: "Conform", "Mostly conform", and "Not conform".

1) Hit “Fa7 , RAKRFERITEGATE, AAEFESER, B, RIFBEMTRFER
S ;

2) Hit “EAFE , REANEHITE, HAE-ER—ERE RIFLTIER;

3) it “FHFET , ABASEYXTE, FTAET AFGR (AEBRIF ST ELFE)
T RET “EAES , BT ARG EERFGEGFN A, Lo W EREA L2
FHTEERRGHOT, IERNBRGAL; &7 “THS o, RERETFERT R
)69 Rmirt; LEANX—FEERGERE L. B IEAEM R @IRN AR Bt g it
1%, PPkAZX—F @R A HFeT .

1) Selecting "Conform" means that after reviewing this aspect, it is deemed that all requirements are
met, that is, no non conformities or observations have been made;

2) Select "Mostly conform" to indicate that there are still some deficiencies or observation items in the
corresponding point;

3) Selecting 'Not conform' means that a non conformity item (including minor and severe non
conformity) has been issued in the corresponding point;

If the audit team selects "Mostly conform", in addition to a positive evaluation of the management
situation in this point, it should also briefly describe the areas where the auditee hopes to improve or
improve, or the content of the observation items; When selecting 'Not conform', it is necessary to
describe the negative evaluation involved in the non compliant item; There should also be a positive

summary of this aspect of management. When there are no negative evaluations or improvement

suggestions, it is considered that the evaluation results in this aspect are "Conform".
6.7.7.5 T FAZAGR B, FAZLL N FL I FAAGR B AR T IR TR OUE RIS, X
ICAS, J+ WICASH R IRE 4 L AINIERFEA

For projects where the audit is terminated, the audit team shall prepare a report detailing the reasons
for termination and the work already performed, submit it to ICAS, and ICAS shall forward this report
to the certification client.

6.7.8 RAFEGMRE M I AIRIER 7 X, Cause analysis, handling and verifying method of
nonconformity

FAZA KR F AL KG9 I H R S0 69 F 4% 7 RICASH AL 6978 A8 7 69 AT 51 S0 3RI7
A G0 HB, FAPR A AR AR E 89 iF 8] 1 69 7 2 B (ICASHg R AR 7T Al i W & 41 47
PP A, RAE sl B AT B R ISHE 2] B Av 2 EAEEA A AU, TAF S8 AR BB L
B IR R T AT T, AR MR BT E EFIRIEIER S T AR, AL EZHIFTHER
ik, R E IR 2 R E R R).
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Audit team leader or personnel making nonconformity appointed by him or designated by

organization is responsible for closing nonconformity, and ensure nonconformity has reformed in the
fixed time (personnel designated by organization can review organization’s documents and verify
validity of corrective measurements on-site when necessary. Evidence provided for solving
nonconformity shall be recorded, make auditor confirm if necessary. Inform organization of the result
of reviewing and verifying.)

6.7.8.1 TAF &) L0 )RR LA RIF—AREZNERLIRRGEZK, RRIETIFE 4
B IAEIE B AR 4L 4R BT R4 W IR SR & 691 JL,  Definition of nonconformity: lack or not
implement and keep the requirements of one or more management system, or doubt the organization’s

product or service quality according to objective evidence.
6.782 R4 EK: BPELRMFE. BHRAAFE. MEAClassification of nonconformity: major
nonconformity, minor nonconformity, observation
a) FEERAA Y RAREREH ARG MR LG ER, JERA—ABEPRS
MR EB K FHFIANRFE R,
R/ P R 2T RRRAFTRBHLAT (RMRRETUAT) &M EER, Lk
WEALLIR ST IL T A R ot 45 69 3F - HUIL 69 Ko o
B AR TSR EFERN R FHKE;
B AR CANRANETA LS LIRER A/ A TeRAE A6 ARG S R R ENER, B3R
HIFF T ARH
W R e TR A B TS E R IR A A EA, A EAEMS AR F A
%
BB BIRRSEF C RSP B EAE KRR T
RN EIFEIA, T p R B
Tk A — BT R R AR R S BT IR 4E
LI TR S AL AT A AU P AL 2 R AR )
SIS & Rn e A DR K
WP T RSN RN G LE R
40 LR AR A RA BAFN ERIRVLE R/ ERERR. A ERIRLA X BT
Hadm kA ATERIRBG AR E R R
AL
B REBEARETERERAMENGZR (Bl BABOFLERIZINARALR) o
B REZRMEERARAMES Z R,
B L e TR RAERILT A sll, TAEEEEN Y B e,
]
]

FEARIE T SoAr 5B AL A A BT, FENTT 89 = 5o 22 I Adfa/ AL A & 7| A2 & e
B AT LB T B B R H B2 B K e/ B E R K
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EREHMFREERE R BN

b) BHMAFAER: EAIINZIARFESAEZRP E—RE5HGER; REHEF RPIUT

1 B 3 F 69 & K9,

¢) MEM: WERAA MR GIEFIEALLF S, RETHERF S FRAXTHEAIE

B F AR

Classification of nonconformity: major nonconformity, minor nonconformity, observation

a) Major nonconformity: Lacking or fail to carry out/maintain one or more requirements of standard

clause, or several minor missing within one factor causes the loss of control of certain factor.

Organization’s EMS/OHSMS can not meet following compliance requirements and can not prove

that organization has achieved compliance commitment initial and continuously :

Compliance with laws and regulations in management policy;

Organization has identified all requirements of laws and regulations related to environmental
factors/hazard source and keep it by reviewing regularly;

Organization has determined how to apply it to laws and regulations related to environmental
factors/hazard source and will consider during the process of EMS;

Having fully identified requirements and changes of laws and regulations in objectives, index
and scheme;

Taking corrective actions immediately for violated issues;

Having evaluated compliance of every laws and regulations;

Having verified that organization has capability to take corrective actions;

Internal audit cover all relevant elements of compliance evaluation;

Results of compliance evaluation has involved in regulatory.

Organization omit or doesn’t identify and evaluate main environmental factors, and can not
control the operation of environmental factors/hazard source that make great influence on
performance.

Or the organization:

Cannot meet the applicable requirements of QMS, such as no complaints handling or training
system,;

Cannot complete the applicable requirements of QMS;

Data survey of marketing represents products defection and can not take appropriate action to
correct and precaution;

When using machine according to the requirement of label, products will cause danger to
patients or users;

Current circulated products obviously do not meet organization’s requirements and/or
regulatory requirements;

nonconformity in last audit occurs again.

b) Minor nonconformity: not meet the requirement of certain clause in nonconformity isolate; or

having not implemented or deviated from the requirement of clause.

c) Observation: no enough evidence to prove nonconformity or belong to potential nonconformity

which the auditee shall pay attention to.
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6.7.8.3 4T 43R ¢9354E 7 X, Verification method of nonconformity :
a) "EIFE

YBBF A BN, B EREASAALISK A KL EIEE 2 ERER AN, B2
KA B BATH 8 IE R HE A A 40 W K F AR B AT R AT @
Bk, JFE LTI T E R TAGA 2 B A BB ATIGE, BN R 2 ARYE F A% 4
SURHZHRGIHR. REVHEAL X FHARY TR (AAIER = ERFERARKE
BIAAZAA) R EHFHR FHA R ERAM A, TINEARVERFIERS A2, KA
TE 2 ZAE R AR R
b) BRAAE:

WRINGEA FANERT, R FHEH EAIOR A (FIRIEFR AT AR L6 2] EAa 2] EH 766 i TR
FAEINIEIE P A I LIEFT) 42 RICAS 2 iF Fu &) [ 356 R 2368 RAGIERAM A, VR 2R
R KM B @A, AL ZE WA R TG 2 B0 A L RAT RS AN %R
RSN AR B, WA RAR 5FMZ R ARG RT, EERGHBEEE T
TREFEFAZHAIN. JLI0ORA RR XL EHER TR IERAM A, TIAIEL LA 15
B, ZAA BV RR XY BB LRI IEAM#, TIAMEABAERINIES L,
RIGELLAE R KRR B BETEME, WS A OR AR L EHETR], LA ZET
BT R M BF AR AR BT AL B

a) Major nonconformity:

Corrective action for major nonconformity shall be completed within 15 days, and corrective
evidence and actions shall be provided to our company, auditor or team leader who had raised the
nonconformity and request written verification or someone assigned by body conduct written
verification firstly. Also, the body is required to appoint auditor to conduct verification of effective of
corrective actions on-site when necessary. For details of the date, it shall follow the date agreed by
organization and audit team. For organization which has failed to provide corrective actions and
evidence of its implementation within the agreed timescale (longest period for correction for major
nonconformity identified in initial certification is three months), the certified organization shall have a
withdrawal; and no issuance of certificate for the initial certification organization.

b) Minor nonconformity:

The applicant shall submit ICAS correction, evidence of corrective action and its implementation
within 30 days in initial certification and recertification. The time limit for recertification
nonconformity shall confirm by designated personnel before the certificate is valid, and the appointed
auditor verify the validity of corrective action on-site if necessary. When corrective action can not be
completed in a short time, after communicating with the agency designated personnel and auditors
decide whether to confirm the effectiveness of its implementation at the next annual audit. If certified
organization has not submitted evidence of corrective actions and output within 30 days, its certificate
would be suspended; if it has not submitted evidence of corrective actions and output after 3 months,

its certificate would be withdrawn, for organization is certified for the first time, it would not be

issued certificate. In the surveillance audit, the auditee shall submit a corrective action plan within 30
ICASPO3C #9147 Page 46 of 65



ICAS #E# R
Tel:+86 21 51114700 Web: www.icasiso.com
QMS. EMS. OHSMSiAE® 242 5 hk: &P 3823685 4 5 X B 31F/25F/18F/8F

days; its effectiveness can be verified on-site during the next surveillance audit / re-evaluation.
6.7.9 TRAF AR B I 2] 356 F i 4 7
A EMB I B, ZAATHFB0, B#EBAFPO6 CFiF. #f. FIAFY &

SN

® LR FE AL A B A RAF S R F M A R 2 E R0 2K T A RA MR
89 FDURT
® LEMFEARL WA AL LK RS AT
Dispute Handling of nonconformity and Corrective measurement
For nonconformity and corrective measurement, when there is a dispute, operate according to

ICASPO06 Appeal, Complaint and Dispute Handling Procedure:

® When organization has irresoluble disputes over nonconformity raised by auditors or
requirements for corrective actions raised by auditors;
® When there is irresoluble dispute between register evaluation personnel and auditors;

6.7.10 %,k 4 4% Terminate audit

ZAATHAR, FHARLLEFY, FETRE CREFHREL 77 X, AEICASHRE:
1) FHA AR L LT E A XA —5

2) BB FHEDRTRA, FHED L FHAT

3) RFEHEAI RS EEZREERORGEELEAAHLS G RRXEL (QMSER) ;

4) AAFHFTHARSLEZRGTL, do

WRTIEREALLA FREEHENEE. ARXGITEHFT; K

407K e B BT ARIAIE A9 T ) A AT A 7 Ae BRABEIR 549 R VR (e LR LR I Rtk
WP A FEE, T, ARRLKEIZRGIETET); XK

NE W IFATE B T IA LA G HAA] ) S HIERGe b b AR AL AW E A
PR RAER N R T R BG BIEE R); R

A b Tk AR SEMSIAIE AR BOA AR A AL B L0930k F 4 (EMSKIEEA)

st FIEFHERE, WHAR KT IR TAEE L. KL FEGRE B AL LT AL
(MFP0399) ¥, +ZICAS#AEE HF TLILFTH. BFXTFHALR, Z KKLLFTERELE ¥
WEARILZLFHAL . TRERLETZGREIL LLFZiasssg> (MFP0399)
When following situation occurs, audit team shall terminate auditing and report to ICAS by filling out

Conversion Form of Audit Termination :
1) Major inconsistency is found between enterprise’s actual situation and what is in the application

materials during audit;

2) Enterprise does not cope with audit, therefore, audit can not go on, explanation:

3) The top management of the audited party or an authorized member of top management was absent

from the opening and closing meetings (For QMS) .
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4)  Other situations that prevent audit procedure from being completed, such as

Enterprise could not provide authentic and effective administrative license for production and
business it undertakes; or

Enterprise could not provide evidence of production and service provision within scope of
certification it applied (e.g. Enterprise does not perform production on-site, enterprise’s production
facilities, techniques and personnel could not perform the normal production of the product); or

Certification applicant could not provide legal evidence demonstrating it is entitled to its
production-site (e.g. Enterprise fails to provide authentic and effective purchasing contract of
production-sites, renting agreement of the site, acquisition agreement etc.); or

Enterprise could not provide legal procedure for environmental assessment as required by EMS
certification standard and statutory and regulatory requirements (EMS certification applies).

For audit items that has been terminated, audit team shall write down the work has already been
developed and reason for termination into Conversion Form of Audit Termination (MFP0399). Audit
team can only terminate the audit and leave the organization after ICAS’s approval. The Conversion
Form of Audit Termination shall be delivered to the organization by special person. For reasons which
may cause audit termination, see Conversion Form of Audit Termination (MFP0399).

6.7.11 iz 4% Audit closeout

—HBRF L E:

—BEF TR EAALIA CERIKRLF . —EFEERRFAF L 098 Xept
BB, WHARKAEZGRE “ERER BT, FUORAILAIRLEAE S A B F AT AL
J& 77 T HEAT I BLF AL IR ST AR LI RE ARG, SRR SRR,

FAEZNBRFAZAFING T AT =BT A8 19 A a4

® WMBEFRFANLEERRZRIEZ EHRER—K, A RKRZRIZ & T L= Sdfe
MRS FRITREARGT HARIR. &7 SRR S IREE ¥ FAR G EIRE A EXEF;
BT ALY F AR RIBAT R R BI3AA
I RA i BOR A R R A 5% R AT R 6 ML
ENWMPREAETRE I, ZE2FH, LHaesdn;

H AL T A % vl LI — WL F A% B 69 69 19 AL

—BREFAZERE, FTRAREEAZR CERRRZLT. —NRFHEARZEAFE
HFEAMEXREFZLERARE. QQF XA i@ 4ICASFH 3.

BTN E:

TALI A A — W B 5 — BB A P WO 09 PR A3 B AR B AT 4T, AR T T A
LI T AL LB R — o

® FTHAKKXELBTWARKITLKI XTI ERLTHE, FHARKRKELZILGAR

R 2 ANTAE B N2 356 556609 A 0 Fe i A BEAT A A K . 2] IE 56 R it R %
REGE T HERIPRALLRGARGARR, HFRIFAE XM Ak, FHAKE RRE
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89 Ty R R K ) B RAF AR A
® xIEMBRAIAIER AL P B 49 R, WAL K BAR K A H ALY
RIPARAL G AP B 70
TR, ERAFTERSE, VEREVRARRBRIUBITHLEREIOR, HFHA
KA o

Closeout of stage 1 audit:

4

=)

R Ay S AEAE AR T

7

The problem of stage 1 audit is found to be provided to the organization in the form of
"management system document review, stage 1 audit conclusion and list of questions". In the
"Requirements for rectification" column of the form, the audit team leader should specify which
issues need to be confirmed before and after the stage 2 audit, which can be confirmed at the
second-stage site, and inform the organization.

The problems that need to be confirmed before the second-stage audit before the second-stage
audit can be carried out include:

® The actual situation of the organization is inconsistent with the written information

description of the management system, especially the products and services described in the
written information of the system, Department settings, responsibilities and authority,
production or service process, which are significantly different from the actual situation of
the applicant organization.

® The period of operation of the audited management system is less than 3 months.

Violations of laws, regulations and mandatory standards are found;
® (Quality, environmental and safety incidents have been found in the organization, and they
are still in the period of correction.
® Other problems which may influence the objective of stage 1 audit.
After stage 1 audit finishes, audit team leader shall first of all complete List of Conclusions and
Problems from Management Documentation Review and Stage 1 Audit and submit it without delay, or
inform the audit result to ICAS registration department via telephone and QQ messenger.

Closeout of stage 2 audit:

Audit team shall analyze all information collected during stage 1 and stage 2 audit, and agree on
the findings of review audit and audit conclusions.
® The audit team leader or persons designated by him shall confirm close of effectiveness and
compliance of corrective actions in two working days after having informed that the auditee
has received information of reforming. If corrective action does not meet the requirements,
they shall immediately contact the organization on the same day to explain requirements, and
track until closed. The audit team leader shall adopt suitable methods for confirming the
nonconformity.
® For the problems put forward by registration department in the process of deciding
certification, audit team leader and relevant auditor has responsibility to make explanation
and take corrective actions.
Audit report shall be submitted by no later than 30 days after the end of audit when close out
audit; audit team leader shall be responsible for it.
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6.8 AL & Certification decisions

6.8.1 JAIEMR B @IEI T RAELIAIE. F KBGE D AIETEE 47 SR ZIAGE HL4H A IE R 2 H
A3k, Certification decisions includes granting or refusing of certification, expanding or reducing
scope of certification, suspending or restoring certification, withdrawing or renewing certification.
6.8.2 NIER EAR RAEHRFTEGAR, BAICASH EFGRIEAR o KIEHR ZTA T IFI1
o

Certification decision makers shall not be the personnel who conduct audit, and they must be full-time
certification personnel of ICAS. The certification decision process shall not be outsourced.

6.83 A F LAZ KA TS LR TE KR GINIER T, A TMBNERZHARFTE S BA —
L BB R E LFE R RBEARE RO R FF ALt ) RGN ZAR B LA IKIEN T RAo
For the certification decision of quality management system of engineering construction enterprises,
at least one of the decision maker personnel should have the same professional competence

requirements as professional auditors or technical experts in this field. This person shall have the right
of veto for certification.

6&4&%%%ﬁ&ikﬁﬁﬁ&%ﬂ&iﬁ@ﬁiﬂﬁéﬁﬁ%%ﬁfﬂoﬁ%ﬂiﬁﬂiﬁ

;R WAARE AT M, BAINT REEINFZA A, RATRIAER 26 F
Before making the certification decision, certification decision maker of registration department shall
complete the examination and acceptance of correction and correction actions against all

nonconformity; review the audit report; confirm whether the audit objective is achieved as well as

complete the management of certification decision making process.

6.8.5 AIEER A RARFE AT, ILGAIE R T 42 /> ICASP10, For the process and management
regulations of certification decision, please refer to ICASP10 ‘Certification decision procedure’.

6.9 4% #iAIEMaintaining certification

6.9.1 3%k4iE )5 49 % H-Surveillance after obtaining the certificate

6.9.1.1 ICAS# R ¥ #Z 7 £ ¥ HA RN BB ES AT RO, vME AT E IR R TTE N AR A
89 K AR AL HAT WAL, SR RKIELRY R HEEHE LS T LR H R KIEAR
HE KR T EAF Mo

ICAS appoints audit programme managers to design surveillance activities so that representative areas
and functions covered by the scope of the management system are monitored on a regular basis,

requires the top management of certified organizations to participate in audit interviews, and take into
account changes to its certified client and its management system.

6.9.1.2 FH 7 FEEAR R FTRIE T oA 28 % ik, ¥ TQMS. EMSZOHSMS i B-F 4% &2
AREEFTZEFE AT R, MRINEENE —REET R AESEXAARIZAA A3
i, e B EFALE R AL . HAZM—, FEE e ERELRF LR ETHE
BRI R B FAZARI ARG E,

Audit programme managers are responsible for taking appropriate and effective method. For

QMS, EMS and OHSMS, surveillance audit shall conduct at least once a year, first surveillance audit

shall be conducted within 12 months from issuing day of certificate. Subsequant surveillence audit
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shall be conducted within 12 months of last audit (and every audit shall be conducted every calender
year). Every Monday, assignments department shall report to the management person arrangement
for annual surveillance audit and list of organizations whose surveillance audit has passed the
deadline.

6.9.1.3 LHF IR B <FHHE> (MFP0394) %Kiz @311, Eohf R, FHEATH
B EINETCE N 63 A F S/ RS RO AR R 69 £ F RS- A2, BB R A AT R T AL A WA
AW, SUREREFNMMET, FHRTEGTEE — ARG BEETZEARE L
PR AT AR FHA R, AIECE A PTA A e/ kS AR R LIRS
FRBE TN AFRIELRINGHAT;, LFORIT/ AL RHERE TEARZ XTI
23R 1T (LAEIE A Fods SO R B B3R 1T) .20 R R R B0 F R EPATH, AF A, 128 B
FRT—REBFEXENIE, THRRXRGEAE, FE CFRAZEE FFURAEZHNA
Surveillance audit programme shall be based on the department, activity and regions concerned in the
audit programme (MFP0394), The audit shall cover as many typical products/services within the
scope of certification as possible, along with representative production/service processes..
Surveillance program shall consider the audit findings from last audit and be applicable to the
organization’s management problem as well as consider the feasibility of the audit. Surveillance audit
occurred within one certification cycle shall cover all departments, process, activities, areas and
within the scope of certification as possible, along with representative production/service processes.
Each surveillance audit shall be conducted on-site where the organization obtained the certificate. The
department / position that must be audited: top management, management systems planning
department and main control department (including the management department of certificate and
mark use); adjustment is allowed when the original plan can not be performed, but it shall also

consider the adjustment of processes, activities and areas of the next surveillance audit, and explain in
remarks of the ‘Audit Flow Sheet’.

6.9.1.4 BEFHRARE—AM, RARRDBATFZARTIRGELFZR, wREEFZEH
AT AVA LR, WAL I E R i R AFEF6.5.209% K, If there is only one person in
the surveillance audit team, he/she shall have the ability to fulfill responsibility which is applicable to
the professional auditors of audit team leader, if the surveillance audits by two or more members, then

assignments of the audit team shall meet requirements of procedure 6.5.2.
6.9.1.5 Y% 4% Surveillance audit

Y BF A B 69 RN E R IR 4R 69 & FE AR A 4o QMS. EMS. OHSMS 2 % #4:35 47, —)1—%‘ Jed
M RIEAE 8 TG, TAEXT QMS. EMS. OHSMS = £ &9 % v, F A0 AT IAIER K69 4 4
LBHEFHES RS TIAE:
a) RIEALHMM. FTEL. TZRATA &, T8, 3. R IBHKRRFT I
RABTANE AT ZH LR RRILE IR A R & A8 JAR R BATH AL ¥ vl
b) EIFF A4 IETA R RELLETHNEE X ERATREERZNERELT fo

2
\“\

e
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c) WRIBUARYRZF4 AT 4 BRUERZL2TH LA AR ZEEZKREA R E 2R

d)
e)
f)

g)
h)

i)
j)

k)

Ay RAMERZEETEARRAALERS R THA RIS PR R A G AR 69 %
gAML

WP RTE FHRT TN FEENSSHGEF (EMS 2 OHSMS # /) ;

LohdpAn & 7 a9z &R A= g (EMS &% OHSMS # /)

NIRFAZRE HIFT L RAB TEARZR . T TEKRER . R R2 28 HIKR Kt
89 IRIF

xF B R RAF A0 2 IE R R ATIRAE, A LRGP RF AL
EHRRRBEZNENT RFRENNEY, REHFEFSGBENE;, £ F
AB B R AFH F4, LA R fTA IR,

A G BB X Ao e B, *TAR K 77 3 BT R A 450k

B RAERIUR T BAR GRIE AR RT FR. AARA FAN, RIEARENGE R
I A S RBA A ORI T A

JiE P Fo AR AL BATIRIE A& 49 7] A 2 F 45 6 E X & ICAS 48 X 892 5.

The objective of surveillance audit is to verify if the management system of certified client such

/

AAELEXRTE.

as QMS, EMS and OHSMS can operate continuously, and the influence that caused by organization

operating change on QMS, EMS and OHSMS. Plus determine the continuous conformity of the

certification requirement.

a)

b)

g)

h)

Surveillance audit shall at least contain the following aspects:

Changes of organization’s structure, licensing requirements, principal, products, processes,
activities, regional, documentation and other operating systems and influence on the validity of
the quality management system, environmental management systems and occupational health and
safety management system;

Whether significant key points for realizing quality policy, environmental policy and
occupational health and safety policy are under normal and effective operation as required by
management system

Improve quality performance, environmental performance and planning activity of OHSM
performance of QMS, EMS and OHSMS according to organization’s quality policy,
environmental policy and occupational health and safety policy;

Whether the organization implements laws and regulations compliance procedure regularly
(applicable to EMS and OHSMS);

Communicating information with external stakeholders and feedback (applicable to EMS and
OHSMS);

Result of management review and internal audit and improvement tracing of QMS, EMS and
OHSMS;

To verify last nonconformity of corrective actions to make sure whether the issues remaining or
re-occurs;

Whether laws and regulations related in management system covering the activities compliance
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with the relevant provisions; whether major quality, environment, occupational health and safety
accidents, incidents occur, if occur, how to deal; actions of handling complaints;

1)  Whether complaints are accepted and dealt with without delay; actions undertaken against
complaints from interested parties;

j) Main management objective and quality objective/performance factors of each level are achieved.
For objectives that are not achieved, whether the certified organization has undertaken proper
investigation and adopted corrective actions during internal management audit.

k) Whether the use of certificate and mark or references of certification qualification to compliance
with the relevant provisions of national and ICAS;

6.9.1.6 B EHFHIRER LA REINGBENTFSFRGERFT N £FEZIRPFHALN
AT 5 4 S B T4 A SR L, TR ﬁﬁi¢%%ﬁ . HET R
PR AT SERBNEIES 9 F LN MR LA E L) AR R 5 F AL RAF AR
H0 A ITAE, AAARAR G RIFINE.

Surveillance audit report shall contain the correction of each nonconformity found last time. If any
nonconformity or other circumstances which may lead to suspension or withdrawal are found by audit
team during audit process, the audit team leader shall clearly stated it in the audit report. The report
give suggestions on whether to maintain certification certificate. Independent and competent

personnel shall be responsible for the review of audit records and audit report to ensure whether to

maintain certification.

6.9.1.7 o RIMAR AR RE L RILKAFFEH K EAZ R RAE AT R H 0 Rk 69 A
i, WEESEARE GUEME. BRE. TR %0 B #uddEsEs>  (ICASPL) R
AR B 69 456 ; 1f significant change is found in the system or change may affect certification basis,or
inconsistent with relevant regulatory requirements is found, surveillance activity shall take relevant
actions according to the ‘Procedure for granting, maintaining, expanding, reducing, suspending and
withdrawing of certification’ (ICASP11).

6.9.2 HiAiE Recertification

6.9.2.1 FAPEE R 5T RIE AR 89 F B AR AR = F AT — K, BAAIAEIE A 3
ok Ay = A A N # 47, Audit assignments are responsible for taking appropriate and effective way to

ensure re-certificate every three years, the certificate shall be valid for three months prior to the
termination of the certificate.

6.9.2.2 WP A BINETNE S ZAF, Bo T HHRERAR . FRAR R ri@smBRy, i
AT — AR AR MM A, Audit assignments inform sales personnel of marketing department at

least 3 months before recertification and sales personnel shall inform the organization and quote for
the next certification cycle.

6923 LELIKABRFKIEALRN NIRFIIARA TR L B0, BINEFT T A% F — N EF
A, 1BE AR R R Y FArE A B $0692/3, When the certified management system and the
organization's internal and external environment without major changes, recertification audit of stage

1 audit can be omitted, but the audit time shall be no less than 2/3 of the number of man day in initial
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audit.

6.92.4 HEIKA. WRREERRAGBETE (WwEENEL) FEXTLH, BMEFTH
EHT A E BA % — M. If significant changes happen to the management system, organization or
operational environment of the management system (such as change of legislation), recertification
needs to include stage 1.

6.9.2.5 FBikIE W A% 09 R R AT AT — ANAIE R ) M AT IRAE 2 R 69 Gy O Lo Sl AAIE W
A R B A B AT — AR B A Gt AR A e D BT AR 69 TAR . AR T AN
)W AZ A A Gy AR BT T AR R AT AR E P T AL & Planning for
recertification audit shall be based on performance assessment of certified organization during
previous certification cycle. preparing of recertification audit shall consider work arrangement for
performance assessment and retrieval of surveillance audit report of previous certification cycle.

During recertification audit, audit team shall pay attention to weak link in the performance evaluation

and record it in the audit report.
6.9.2.6 FINEFZIZRAT ik 56.63% B FHAME; K Q&4 T 57 @ eI % #:
a) ENFAIRE T RFEGENELIRRZRGA ZCE, URGAETLE %M i fE Tk
b) ZIE LA IS ARAFE AR RN R I B E AR R, AR E BARGT R KT
) EFHIRAR L FLIKIELR B A E HIKR ML R T @ 69 A 2k
Requirements of recertification audit are the same to 6.6.3 in stage 2 which shall include the on-site
audit of the following aspects:
a) To view the elements of entire management system combined with internal and external
changes, as well as continued relevance and adaptability of the certification scope.
b) Commitment to maintaining the effectiveness of the management system and improving the
management system which aims to improve the overall performance;
c) Effectiveness of management system in realizing the objective of certified organization as
well as management system expected result
6.9.2.7 BIAIEFRIRO8Z RAF HIMER T, A XFHLIL GERIE. BRI TR D FiF,
A /> (ICASP11)
FAEFHAREZRF6TTRR, R @SR AARNGEEFZIRE. E—RAMAR K
FARE IO AT 409 HBNF o 35 W BA E G e ) 09 IKIER RA RAR 37 F 4L
FEABLE T 5% W7 00 A e, UEAAYE R R ok B W FAAGE AT AT & A A
R, F#6.7.8% KL 2| EAfe 2] ERGEIF BATIGE, Ik B 78 RIE 5 A 2 # AT X ko — R
A B30T e 2 2 ) R 49 2] Ao 2] EE 45763 R
Certification decision of recertification shall be made based on requirements of 6.8, relevant
conditions refer to ‘Procedure for Granting, Maintaining, Expanding, Reducing, Suspending, and
Withdrawing of Certificate’ (ICASP11)
Report of recertification audit is same as required in 6.7.7, meanwhile it shall include retrival of
past surveillance audit report, corrections for each nonconformity found from all audits during last

cycle. The company shall have adequate audit personnel with capacity to review files and other
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information about the auditee independently and make certification decisions correct. For major
nonconformity in recertification audit, correction and corrective action shall be implemented
according to requirements of 6.7.8 and to verify, the certificate shall be completed before the
expiration of the original certificate. For general nonconformity, verification can be applied to
correction and corrective action plan made by the organization.
6.9.2.8% T BIAIEIE B 9 2, 4o BA B ATAGEIE R 9L B AT TR T FIAIEE 3 F 8 2
BEAEH; RE, AL AAIEIEB L LB TR T BAEFTZALLE T R4 Mk
IER T BT AW T S ATIAIEIE 5 69450 B ), BAIEIE$ 49 250k BT LUK T & AT IAEE
B eIk B M. GER B9 BIGERIE B A8 R T BIAGER T B M.

Jo RAE L ATIAGEGE F5 40k B 21 AT, ICAS RAR T A A TE F L AT & A 690 L5669 2
JEFn ) e R AL AT IRGE, MR T L FEAGE, &R AE KR IAGEGE P 69 A 2 .

£ B ATAIEIE R B A5, do RANIEMA A8 B L6 A N T R0 B IEE 3, N 5T KAk
ZANE, FMEE S B#AT—RF =N BT A AR LI, RIEIE P 69 & 2 B BB R T Ak
EREAA, kB AT E—ANAGER M.

With respect to the validity of the recertification, the recertification activity is completed before
the termination date of the current certification certificate and the replacement certificate is
determined; or, the recertification audit is completed before the termination date of the current
certification certificate and there is no serious non conformance (at this time the date of the certificate
decision can be later than the termination date of the current certification certificate), the termination
date of the recertification may be based on the date of the termination of the certificate. The date of
termination of the pre recertification. The renewal date of certificate should not be earlier than the date
of re certification.

If ICAS fails to complete recertification audit or to verify the correction and corrective action
implemented against major nonconformity, then ICAS shall not perform recertification, or extend the
period of validity of original certification certificate.

After the current certificate expires, if CB can complete the unfinished recertification activity
within six months, then it can renew the certification. Otherwise, it can only be resumed after another

stage 2 audit. The effective date of certification certificate shall be no earlier than decision date of
recertification, and expiry date shall be based on previous certification cycle.

6.9.2.9 JEHABH XBE WRT LA NESF 6938 ah L F 3§ 5 AIE. T AT R
FHHTE, BRLZHIXTEL IR, 2270V H. £F R FHARERLIRRE T Mok b
BT A SR AT RT TE LR FAZN R RZH— RGNS T FERIRRNGT
f IS APTRENAZ AR B PR &N R AR, TRIE, PR & A6
PER LR T RITFEK. FHER AR ERARREE, ZEXFEZEEMRFTZEREH
ZAE. FEP A9 A B BB RFFIAIER £ 8 .

After the certificate loses efficiency, organizations can re-apply for certification on the basis of
the original certification of the contract. Audit department shall arrange document review and whole
process and all elements of the audit according to audit plan of initial audit. On the basis of
understanding organization management system, and under the premise of ensuring the effectiveness
of the audit, it may be appropriate to reduce audit time and arrange for a non-site audit of first-stage.
Understanding of the management system shall be established on the basis of the gathered information;

the information collected shall be sufficient and verifiable. All the adjustments of audit time and the
reasons shall be recorded. The audit fees shall be timely adjusted according to actual man day, such
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audit shall require recertification regarded as initial audit. The effective date of the certificate shall be
no earlier than the decision date of the recertification. End date shall be based on the last certification
cycle.
6.9.2.10 A FH% T BINE R, 124 Y AES L L B, ARRAIGET B IS &R
B0 G269 Yl B Fo 2 ER AR R AT IRGE, MR B T ABIAIE, 7 83 KR AGEGE F 69 F 2L
B, THHRERAR B GARELE S5, B RALAT AL FIAGE TR IERER L B
A RANIE R RO FA T, 3% KT AL e R F AR R EH K AE

If recertification audit has accepted but recertification audit fails to be completed or correction and
corrective action against major nonconformity fail to be verified, then it shall be given recertification
or extend the expiry date of original certification certificate. Marketing department shall issue
notification to require organizations to stop using accreditation and certification standards and their
propaganda. Supplementary arrangements shall be arranged when necessary. Under the condition of
meeting the certification requirements, such audit shall require recertification regarded as initial audit.
6.9.2.11 BAAIER 5 XA = E FAT &R E RS0, FAZAL BB LI, ZIFFH
N G W Sk 1 8

If serious problems have been found during recertification which may cause major

nonconformity, audit team shall notify the organization without delay. Audit can be terminated or

changed to stage 1 after assessment.
6.9.3 4¥%kF 4% Special audit

6.9.3.1 ¥ XAk B Expanding certification scope

5FF C 3T 09ikE, ICAS Bt K IE AL R Y KIKIETE B 69 & F SEATIRF , KR I Ll 209
FHEH, HEZVTZEN T IRIERIEARG T ERRZGETRR LN, MEEASET T
KGR o FKIAIETL R 09 W E T LR GAT, AT Forf FRIELA R 69 I BF R AINIE— AL
AT, FRONESIE 69965 B 4 2B F A AR AT F 4

FHAAERF T XNEZ, S TUY KER J R =t RS mEL2E2H0%H,; £
Y F R, BRI TG XELE 2 F T XAEH

For the awarded certification, ICAS shall conduct review of the application for expanding
certification scope by the certified organization, plan and implement necessary audit activity, verify
the application and effectiveness of the certified organization’s management system during the audit
activity in order to make the decision on whether it can be expended. The audit activity with respect to
expanding certification scope can be conducted alone, and can also be with surveillance audit of
certified organization or recertification. The expanded certification scope shall be auditted in complete
element and process.

Audit team shall notice that when preparing audit plan, all-element audit shall be conducted of
products and services involved in the proposed expanded scope. When making audit conclusion, it
shall specify whether to recommend the proposed expanded scope.

6.9.3.2 3 ATE 42 uT ) i@ 40 89 % 4% Short-notice audits

EHRIEALINECE N e e M TEARXEFHE FRE R RGN, 8 THEER
A S8R I308 A, ICAS T xi% 448 52642 AT 242 1A 38 Jm 69 A

NFATRAEZRF FI SEZRATIFT . SHFOLRGATIEIR, RATFKIEL L AR
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RIBATH AU BATAIN, L0, 2%, TRAFRARNEAN T (1~2X) @R Lk
%%&ﬁ%%%ﬁo@%ﬁﬁﬁ'%T,ﬁm&ﬁmAﬂ MALA kit AT R, B, JkiE
TARLAT, B AFR FE R N B 6 5] R

P M RERYFA L B, BB RARREAR XBIFIRRRL L EHEGITFE, 2IE
e 45 1 ENEReE, @sef L3007, 2 MR AN, 3. kB A4, 4430t m )
EARTR F 8RR TA 7 @ BAR K Fvl; SR G E KR L TR WAL HA; 6.FF L2
RIH) 2| EHAE0 R Bt RA 2| BRI A 2R BE L A2 U Ao il el X AT
0 RBUG, FAIAA L) EH 689 L6 T2 T Ao

If products within the certified scope of an organization are found non-compliant during national
quality supervision spot checks, ICAS must conduct an audit with short-notice scheduling within 30
days of the notification issued by the market regulatory authority.

For the purpose of investigating the complaints, incidents, reviewing the change, following-up
the suspended organization, or confirming the effectiveness of certification holder’s system operation,
when necessary, it can be considered to inform organization about the on-site verification against the
above matter in a short notice (1~2 days). In this case, the organization does not have the opportunity
to express opposition; therefore, the impartiality issue shall be especially considered when assigning
audit team.

When investigating correction actions of organization complaints, organization shall be asked to
provide records of complaints and corrective action, corrective actions shall include: 1. requirements
of regulation, inform related department; 2. recover conformity as soon as possible; 3. prevent
occurring again; 4. evaluate and reduce harmful and impact of QMS; 5. ensure coordination with
other management system; 6. review validity of the corrective actions. Only having confirmed the
effectiveness of corrective actions and madethe necessary changes of procedures, documentation and
records, it can be thought that the implementation of corrective actions have been completed.
6.9.3.3 AiE4E B 49 L # Certification Information changes

LR A LN 8 B AR Ao dhky ETEE W R ARG AR E F R B ATR
FAY, SR F AR BZH AW, ARG E ZIRFR X#“}’ 04 XA & T HITT T &
—REAT, IHFHESAGTHRAT, WFERALRNG M FHERALELTIHEE L
Mﬁ%&oﬁﬁii%ﬁ@&%ﬂ*%&?ﬁﬁiiﬁ,?ﬁﬁﬁé«%£¢$ LH. —H&
FH LR P A F % (MFP0374) » v i#mit kL LG HENFRERREY (ZAK) , &
Fl 3% AR BARSE — R AR AT G048 X5 ST W BRI R A AR THER & 8,
W A% AL BB RCSE R 3R X <& w5 (MFP0360) » When the organization applies to change the key

information such as its company name, address, the number of people involved in the scope of the
certification, the scope of certification, and other key information, the contract assessor shall arrange
the document review to confirm that the relevant information in the organization's management
system documents has been changed. Generally, the document audit is combined with the on-site
audit. After verification by the on-site auditor, the auditor confirms whether the recommended change
certification information is available. When this kind of change occurs during the first-stage audit of
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the initial certification, the audit team should record in detail the recommended audit conclusions and

reasons after the change in the "Management System Document Review, First-Stage Audit
Conclusions and Question List (MFP0374)" (when applicable). The contract assessor shall conduct
the review based on the conclusion of the first stage and the relevant information after the change.
When changes occur in other audit types, the audit team should collect and submit the "Change
Request (MFP0360)" in a timely manner

6.9.3.4 o RICASZILKIEM LA R AT HOHSH X 89 EF 4, 4o/ T F K™ Tifik, FLELK
3T BENM G HRTERLZY, MRAEEERRRTHAT EFMARREH REIFEN
. ICAS it KkiAE 694 £,

Independently from the involvement of the competent regulatory authority, a special audit may be
necessary in the event that ICAS becomes aware that there has been a serious incident related to
occupational health and safety, for example, a serious accident, or a serious breach of regulation, in
order to investigate if the management system has not been compromised and did function effectively.
ICAS shall document the outcome of its investigation.

6.9.4 #1%. FAHIAIER % )AIESL B Suspending, withdrawing certification, or reducing scope of
certification

6.94.1 ZAELTHIL (2RMRT) 8, ICAS & % 4% 3K IE 48 LR 49QMSHe () EMSH= ( 5) OHSMS
INIE A

a) FPARIEE KRR LB THRHMNERR (A 8N .

b) LHFEAAFFER (& EXLFERN) , ERAIZHIRA AT E LT R K
T AT B

¢) FRIEZ RS TR LNEER (AR ) -

d) GAGEIER BT R R TR EMELINE RS0,

e) ARAELZEGHAT, BHEFHZMEEI0 XAL;

f)  RIBEIZAEF AGEIE P Al GEAR S, LA T 69 B 18] R R ST A SR

g) ARAXARE. T3, RUERZE. FELARMBREEKRRNERXF RN,

hy RAEFXRE. FRFTE RLEELERNF, E2RER®EERE;

i) TR, BATRIES R L R FAEF L 40, o kel 5 ik iE % ) L2385 B 15 A i
a9

J) MR R HGE B R I AT L A

k) ¥HHW5REERIKACEA X OTHFTIER. FMIES. RHEIGEIES S &%,
THAIL I W AL A2 B RHBIE

) FRIEZ P EHE R 155

m) WRIER P AREG RAEFR TN, FHALEKENAXFBEEE WAL (AE)
BFHEE, WP EFRST THE (ITH) , —BIEUKRA S ZH AR H L OHSMS A
TER R AT,

ICAS shall suspend the QMS and (or) EMS and(or) OHSMS certification qualification when the

following (but not limited to) happens:

a) The client’s certified management system has persistently or seriously failed to meet certification
requirements; (including effectiveness).
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b) nonconformity (including Major nonconformity) is found in surveillance audit , and corrective
action plan or effective corrections are not adopted within require time scale;

c) Certified product has persistently or seriously failed to meet certification requirements;
(including effectiveness);

d) Major nonconformity has been found in quality surveillance spot check for product covered in
the certification certificate;

e) Surveillance audit has been postponed more than 30 days without justification;

f)  Fail to use certification certificate and mark in a properly way as required, and effective
corrections are not taken within required time scale;

g) Major accidents occurred which will affect quality, environmental, occupational health and
safety, information security and energy management system;

h) Major complaints for quality, environmental, occupational health and safety and energy
management system, but no major consequence has caused by it;

1)  Not undertaking, fulfilling responsibilities and obligations agreed in the certification agreement.
For example, failing to pay certification fees on schedule even after being reminded,

j)  Relevant law enforcement and supervision department has ordered business suspension.

k) Administrative license, quality certificate, mandatory certification certificate etc. that are related
to scope of quality management system has expired, and new application has been accepted but
certificate is not renewed.

1)  Certified client has voluntarily requested a suspension;

m) Information on incidents such as a serious accident, or a serious breach of regulation
necessitating the involvement of the competent regulatory authority, provided by the certified
client or directly gathered by the audit team during the special audit, including a suspension or
withdrawal of the certification, in cases where it can be demonstrated that the system seriously
failed to meet the OH&S certification requirements.

6.9.42 —RAFIT, INMETAEG AT AIEOAN A, A% H IR A RBAE I IR 5| A2 15 49 R B

S KRR IE LR LR R A A2 HL 69 B TR ) % e 3 s A 15 09 AL, ICASHE A4 R 46 /)y HAE T o
Under normal circumstances, the suspension period of certification qualification is 3 to 6 months,

and measures should be taken to eliminate the causes of suspension within the period; ICAS will

revoke or reduce the scope of its accreditation if the organization fails to resolve the suspension within
the prescribed time frame.

6.9.4.3 EAAFINGER 1), FRIE LR 69 F BAK RNGEIE B B R Ao ICAS Bk ALA 3% 4] 52767
82 HE, ABRA A5 AEH 18] 8 o R IE 2R 4R gk 4k B A% AGE WAk . ICAS B AR JAGEIE $5 69 5 1742
ST NTFRI, HF RIHAIA A & L AT H A 56

During the suspension, the certification certificate of the certified organization’s management
system is temporarily invalid. ICAS shall make arrangements with compulsory enforcement to ensure
the certified organization could not promote its certification qualification. ICAS shall make
information for suspending certificate publicly accessible and take any other actions it regards as
appropriate.
6.9.4.5 4o RIKIELM R KAE £ ICASHL R 49 B IR N A 2 3 T A7 IAGE R MR, KA T AIHH X —
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9, ICAS B 44l LA E 3,45 /) 48 2 69 A GETE A

a) E P EZHPE FIR(EH);

b) B P AKIEAR XA R AR WAL IE R I AF

o) ZPFHAXRZTLERLELELEAIIANRERFEASTERELLLE,

d) FELERANERERITE®RG B FEE, FEH XFRGE AR ERE T EBAMH X
1% 8

e) HBLEZXBAR”®RTHEHE,;

) HAFTXRNZSBFREFRELLEFR, BHELEIRTHAZIFIEL LR H R ;

g)  HARAAR N R AL AT 7| AL AT 15 69 R B R BA 289 2 R

h) B AFIRIEIE 5 A9 BA TR S A2 F AT 69 P AT R B R XL B (AERANSREE R
RAFEE A XATHHTIER. TRIER. BHRAEIES F 230 ke & Rkt
#£)

) A XA EEHG A BERFONIERZ L, BRI HNE R, A ANENH T E
REL E 2RI 2 ANA KL B,

j) T EiE R R

k) BHEARAREERLE BLFIH 0 KRR R AL L6, 23F L ERRRAIF X
K

If certified organization fails to solve the problem that has caused suspension within the time limited

by ICAS, or, in the case one of the following happens, ICAS shall withdraw its certification or reduce
relative certification scope.

a) The client actively submits application (for withdrawal);

b) Evidence document for client’s legal status has been withdrawn;

c) client has been listed into the list of quality dishonesty enterprises by AQSIQ

d) Avoid cope with surveillance examination undertaken by certification supervision department, or
provide false materials or information in regards of questioning and investigation of relevant issues

e) Refuse accept national product quality surveillance spot check

f) Major quality safety accidents have happened towards products and services, and law enforcement
and supervision department has confirmed it was due to the violation of laws by the certified
organization.

g) No effective corrective actions have been adopted against cause for the nonconformity within the
suspension period

h) The certificate suspension has expired but problem has not been solved or corrected (including
administrative proof evidence, qualification certificate, mandatory certification certificate that are
related to the scope of QMS have expired but application is not approved).

1) Quote and promote received certification information without proper compliance with relevant
regulations and causes major influence or consequence. Or, CB has asked it to correct but it fails to
take actions for more than two months.

J) Major violation of laws and regulations.

k) Major changes has occurred to management system during suspension period, but no effective
actions has been taken. Its management system is not compliance with requirements as a result of
assessment;
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6.9.4.6 4o RIRAIELL LA IAGETT ) 69 K 2030 0 S 30 R™ F 3 R IAER K, ICAS B2 45 /) AR
FANIESCE , AHER %R Z R 5. AIETEE 8% B 5 A EAR ) 2 R — B

If part of the certification scope of the certified organization continuously or seriously fails to meet the
certification requirements, ICAS shall reduce its certification scope of system in order to eliminate the

unqualified part. The reduction of certification scope shall be consistent with the certification
standard.

6.9.4.7 ICAS 5 15 3£ 4iE 40 R Sh AN Ak 7 IAAE B 69 2 A sk BLAT 3% 5] 5246 77 09 4o, AR AR BEIE 4L
R4 BN B IAIE 09 B e i, 2 B4 ab AR FAEAT 3] R AGE T AS 89 7 5 M4
ICAS shall make arrangements with compulsory enforcement to ensure certified organization

immediately stops using any advertising materials quoting certification qualification upon receiving

the notice of certification suspension.

6.9.4.8 fAEATL L3 i K it, ICAS & B A 35U R IE 20 22 89 4K R A TEA 15« HL4H %6 /) 89 1
Mo

ICAS shall specify the situation of the suspending, withdrawing or reducing of the certified

organization’s system certification if any organization requests.

6.9.5 FRKieE+ (1R E) +FEBEFE (RAIAIEFH) Scope expanding+(restoring

following suspension)+annual surveillance audit (or recertification audit)

6.9.5.1 %4 %X Audit planning

L —RFBEZR T XREBA+FELEETE (RAREFTH) ~ S, FHEARISLAL

2

1) BT INIETC B 3 B A48 = s/ R G5H X642, KA 116 F sk, ¥ KIEE

DEFATEHE NEFE FEIFF. EEAFRNTRAZART L. TREE. AeERFIREE

0 WA T EH RR AR R T AKRIL; KWAZ G FY F R AAARILIFRIAIE (o

FREE HAEEF) WER,

2) WAZRER, BEATATAZER. WARER T A 8T ORI,

3) FHMARFX S EETZIENRRRE. EHFSHEE, LRGN EE CFEHE

TARIL;

4) W AZ X8 G B F e TUAN T AZ B 69 89 4F BRI 209 T AR T
If ’scope expanding+annual surveillance audit (or recertification audit)’ is required to be

completed in stage 1 audit, the following shall be taken into consideration when planning for audit:

1) Apart from completing audit of process, areas and departments of products/services involved in
certification scope, for expanded scope, it shall also conduct audit of document review, internal
review, management review, planning and completion of management objective, resource
allocation, risk management and other key factors. It shall be shown in the planning of audit
programme and audit plan. ‘audit programme’ shall show types of special audit(such as scope

expanding, and scope reducing, etc.);
2) When planning audit assignments, it shall consider all audit types, audit basis and audit
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objectives;

3) When planning audit man day, it shall consider working content and intensity and distance of the
audit, planning is detailed in the ‘audit programme’;

4) The preparation of audit plan shall consider features of several audit objectives and operability of
on-site implementation
BZ R T A AT MR GAT AT, AR LR AR A B0 69 2] EE R 6 5T R L
A5 0 AHAGEIE B ARNIEAFE WA R T F A ER. A TR IFOFAT AT A E
FH R T 2 B,
When the audit had be suspended and needs to be restored first, it shall focus on corrective
actions against previous nonconformity, whether use of certificate and certification mark during
suspension period complies with requirements and whether correction and corrective actions are

adopted against problems that have caused suspension.
6.9.5.2 F #ZAudit

TR ARYEF BT R AT LR XOAETE A 930, AR Eftn KIEFT AR,
FFEEWY KCE 0 S Fe RGP BAGPTA R BT KB

THRE T, ZOAKRRE S IUNFZR RN TRERE L, FERZRHTS AL
Ha i m R — AL, I F 20 N % S IRIRIL;

Audit shall be carried out according to audit plan. Especially for expanded scope, it shall be the
same as initial certification audit and cover all clauses, departments and areas involved in products
and services of proposed expanded scope.

In the audit report, it shall detail evaluation on several audit objectives and conclusion of audit

results; it shall not be mixed up with evaluation on routine annual surveillance; conclusion for
recommendation shall be detailed separately;

6.9.5.3 jAiE#k & Certification decision

INIER ZAR BAFA REY JOANETL A 15k TN Zie WA AIEG &R, HES
W 2Eit, RABCE AN B AAERZFTIL; EAMMERREILE 5 ARF %A 69485,
JoFAL B H A, KRR EE LN ZH Z . AIER ZA AL LA IZ BB IAIEIES £
89 IR AAGETT A o

Certification decision makers shall pay special attention to audit content with respect to scope
expanding and restoring following suspension as well as conclusion of recommendation by the audit
team. They shall make the final decision on this project by combing conclusion of recommendation,
and the final decision shall correspond to the audit objectives, if there are three audit objectives, there
shall be three certification decisions. The final conclusion of certification decision is the final scope of
certification on the certificate.

6.9.6 4k ZF 4 Supplementary audit
B ARRFAZGEETAZEMRITFRRLHARLZREIGTH AN, FL2H#TL2EXL0A
AN AFAZ, B REE B LG T HAEIEIE AIIE Y B e 2 R 609 A 20 B, diE

MEERINIE R RA R A BAN AT BB Hop, il ke B XL FHR, FEIETHIHR, & TGN
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RN B 5 W M Ty H BEAT R B A RAN L H A8 R A
If the audit file confirmed by the Registration Department that can not be achieved need to full or

partial audits supplement. If evidence is needed to form to verify the formation of correction and
corrective actions, the Register Department issued a supplementary notice to the audit department and
with a copy to the marketing department. client service staff from market department inform the
auditee and communicate with it effectively to ensure the effective implementation of the
supplementary audit.

7 FHAAERALILFE Audit file and organizational records

71 FAEARR L RKEFELRITE, EFEERTIFTEAK;
The audit team members must generate records of audit and submit it to audit team leader at the end
of the audit.

72 FHARKATRENA FTZLRGTELE, FERETIHEEY, FTRETHETEK
B ARG 2 TAE B AR AN REZAR; FHRREVRORBAELALTFTHELER
JE30 R,

The audit team leader is responsible for checking the integrity of all audit records and safe kept in the

P

audit file. The audit record shall be delivered to records management personnel after the end of the
two working days, audit report shall be submitted within no longer than 30 days after the end of the
audit.
73 RIEALILRE 45!
®  IF IR R KINIE. BB A AAIE 69 F AR
INIETR L
Ptk e DR
A A IR 6 22 o
Y] iE 15 2] 33689 BoiE
Ff Ao I BAEAT )5 4 2 E R EH 58099
ERE, ZERANTF kT
INIE S G A
IESAR, @55 7% (84FRS5) « IERMXGIGETLE, FREARHFL, &
R, QIEEANG PR IGETLE ;
® i TIMIEM TAZ EATE AN KITK, de FAL R A B AR TR Sy 0GR
® TG K.

Records on certified clients shall include the following:

B application information and initial surveillance and recertification audit report ;
B certification agreement;

B justification of the methodology used for sampling;

B justification for auditor time determination;

B verification of correction and corrective actions;
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records of complaints and appeals, and any subsequent correction or corrective actions;

committee deliberations and decisions, if applicable;

|
|
B documentation of the certification decisions;
|

certification documents, including client name, scope of certification and geographic position,
scope of certification with respect to products(including services) and process, including
relevant scope of certification of each site as applicable;

B related records necessary to establish the credibility of the certification, such as evidence of

the competence of auditors and technical experts.

B audit programme.
T4 AR Bl T A SRS, INIE TS BT R 0048 0K o HOR R AR R, 3
ROGE LI T H EMER A RE SRR F AR EN RS E L
Certification protocol is kept by marketing department. Records of certification credibility are kept by

technology resource management department and other organization records are kept by registration
department and put on company’s server in electronic copy.

75 BEEEARRIERF GUFRIERAZFY  (ICASPOS) *FiL F#ATIEH

File management personnel shall control the records according to Record Control Procedure
(ICASPO0S).

8 8 %45 Relevant Procedures

GAIER T EL. BRF. TR, Hi5. KL #45#/57> (ICASP11)
Gt FAEH A2 E>  (ICASPOS)
K Zf. FLEREAFY  (ICASP06)
Procedure for Granting, Refusing, Maintaining, Changing, Suspending, Restoring and
Withdrawing of Certification (ICASP11)
Record Control Procedure (ICASPOS)
Appeal, Complaint and Dispute Handling Procedure (ICASP06)
9 48 %323 Relevant Records

a) WiF4& Application Form (MFP0388)

b) #RM# Quotation (MFP0306)

c) #HIKARIAIEAF H Management System Certification Contract (MAP0312)

d) % 4% % Audit Programme (MFP0394)

e) FH D kiEi@ % PH Notice of Assignments of Audit Team (MFP0308)

f) @ 4%+ % Audit Plan (MFP0311)

g) % %% Attendance Form (MFP0312)

h) 454 & # & Opening meeting Checklist (MFP0313)

i) X442 Non-conformance Report (MFP0314)

) FEKR - ERFHES K RIS Management System First-stage Audit Checklist and

Report (MFP0373)
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k) % ik A FA%IRSE Management System Audit Report (MFP0315)
) % %4 &% Closing Meeting Checklist (MFP0316)

m) & p4% 8441k %k Organization Information Conformation Form (MFP0318)

n) WHE & Audit Checklist (MFP0309)

0) <QMSIAIEF AKX EZ B KA AY QMS Audit Man day and Charge Standard

(MAPO0315)

p)  CRIFEE FEARRIMNEF AR KRBT A47 4> Environment Management System Audit
Man day and Charge Standard (MAP0380)

qQ) IR EEAEEKRRFZAREKRBKFAFAIRMY  Occupation Health Safety
Management System Audit Man day and Quotation of Charge Standard (MAP0381)

1) (EFBRREEEKRRFHEARELBMKFFF4> Medical Device Quality Management
System Audit Man day and Charge Standard (MAP0379)
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