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1 B 4) Objective

AR T A5 F L3 RIEA TR S QAT RMARICAS) R 2FEIKE (SHEHAE
IR EERRE. ESFBRELREEIRER) « FREERR, RLERELEZKAR
NEFF), VRIE A RINIEAR X9 FFh LA — . S8R TEHE,

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&H Scope

AKX A& A FICASSHAGET f248 £ &5 69454 . This document applies to ICAS’s control
over relevant certification process activities.
3 325 Responsibilities

O A FINET HAAT. EERE. RO BPHEEAEBILT LB

B AT AEREE, FEAERX, FHRAELRATFZDARIR. FZATRGZH;
K B 5 T AL AL 69 3 X G ] e F AZ AT ;
' 25 RATAAIN. WAL R 9 ARIN. AIER AR R HE TR 8
FIAES B A o
®  HAFIRIR A FTHAIRB AR o 2555 WA SR W A5 IEA R 34T F Ak f
AR FAbhe ) B RR] Qo AR ZHE) Bl 209 FAZAF L5 54 694 T
B 3230 R JrIAIE S 69 AT R A .
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 the analysis and division of technical areas,
professional competence evaluation of personnel who participates in management and
undertakes audit and certification, planning for professional competence development (such
as arrangements of witness), and preparation for necessary audit working instruction;

® Monitoring department is responsible for the renewal and issuing of certification document;
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4 JAGER KA Basic process of certification
a) IAIEWIF;
b) & FFF;
c) YiIFZEREITEFR;
d) %FAZHEREX
e) WALRX
f)  #KGAIEH A% A
g) NIRRT,
h)  BEF A%
1) AINiE.

a) Certification application;

b) Contract review;
c) Application acceptance and signing contract;
d) Planning for audit programme;;
e) Audit planning;
f) Implementation of initial certification audit;
g) Certification decision;
h) Surveillance audit;
i) Recertification;
5 JAEARIE R F KL BB X] % /& W) Certification basis and principle of technical area division

QMSIAERIE: GB/T19001 <Jf &8 AR A L) #4728 BAR R NE (BRIE (42
T A L 4 BAEY GB/T50430 2GB/T19001 «Jf &4 k% 28 FRIAEEILE
TR S8 HARAAIE, SARIEISO 13485 CE /7 BH REFHIKE LEHAMEL #

ATE S BRA LR ETEHIKRINIE) o FHABCNAS-TRC-012:2017 <& FAK R ATEHHM AGE L

e B £ dEDY , R IAGE R S H AR B

EMSAEIR 4% 1 GB/T24001 <R 3ZE KA Z R X B EEKZIANIE. 2R
CNAS-TRC-012:2017 <% 324k Z AGEMAMIAIE L 538 B 2 £ 458 , R 5 IAGE Ak 53 AL 8o

OHSMS3AIE/#&#%: GB/T28001/OHSAS18001, #HGB/T 45001-2020/ISO 45001:2018, %M
CNAS-TRC-012:2017 <% 324k Z AGEMAHMIAIE L 538 B 2 £ 458 , R 5 IAGE Ak 53 AL Bio

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
Enterprises and  1SO9001 Quality Management System - Requirements), or conduct quality
management system certification of medical device enterprise according to ISO 13485 Medical
Device Quality Management System Objective and Requirement for Supervision. And divide technical
area of certification business according to IAF ID1:2014 & Statistical classification of economic
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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/T28001/OHSAS18001, or 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 A2 Certification procedure
6.1 A3 ¥ i Certification application
6.1.1 W iFkIEA LR 5 #ICASE K, $24E VAT W 3543 B R A4
a) WIFAGEA LR (VIRAEM LR L S AT LB EZETLAN) ;
b)?%%%%iﬁﬁ%%ﬁ%%ﬁﬁﬁi%%i'
c) INIEWIHH, OIFEPIHARNGEFZETRRGFEDFH ALY,
d) FAEMALGER I (B LT LREB (A6 —IEH RA LM KRAIEPS 4
M) « FLRFLFAGER . ASEAREIRIES. AR FARITES. CHEMK
W ) 89 S
e) WUEREHRRE LG EDI T BOEAFAERGTIGFTIER . FRIEH. BHMEA
JEGE 35 5 609 A4
f) ZERRRBEZSYITEH, BIWEANGPT R ERAIER 0 L p 4 (GER B
HILRE S Y RriEH. FhH o,
g) FHARFZA XA ST HF 9 E R E. THRER,
h) FRIKREEZ0 7 S RIREGR AR AEFE;
i) $HARE P FINEGMBA XY — R E, QRELEH, ADHHRFR, ARE
Aet, RE—MEXEKRPHREFRXZ;
j) #HEZLEEIRRR X EMETEIL
K) WIRARTA ® e AR R AR AR L
) BLEA R F T IRAT AR E UM 69 A GE X B4 % i F AR IE AL 69 F A
m) OHSMSIAGE W 35 77 & % RALPTIR A 69 5 R A X 69 £ £ 489 L &R AOHS K Fe, f2idA2
R4 R 6 F B 5 e A BALAT i A ¢9OHS kAP 69 8 % 69 34 L4 BB AT A
RALB G P oh by TAE AR 6935015 &
n) A 5IAIEW AR X 69 B .
TG E R P F R, BAE SR RERT H AT B GAIEW #F &> (MFP1488)
BT I AE L 6 7 KRS Wi 7, B R RA P AR 37K 6 F IR ZGAIETTE N 49
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7o RS-0 AL
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;

c¢) 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 and
compulsory certificate as required by the statutory and regulatory requirements which is related
to the activity covered by organization’s management system.
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
conducted by other certification organization has been received.
m) The information provided to the Certification Body by the authorized representative of the
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.
n) 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
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6.2.1 4 F)+F% Contract review

FHARAFIET AR A FTEFIFF, THLFART AW

BB AGE W 3B, B X IAIE W R R AR AR & AT IR T AN, ARR AR

a) WM FE, VAARAFHENFEMIEEFANGAL, FEAS, TALHE;

b) KIEZ RS A AR LA FH XM, LTRBL FIFAR,;

¢) F/T FIRMIIETLE . FIRMEE BT TART % E B4 0T 8 FofE AT EAEF v A

IEEH) 6B &

d) SAANFIFARPIFINELE e AL T LRBICHZETLEN;

e) MR TINEAAM L & i R Z AT S ke b B AR £

f) AIEMA A AR Ty I Ak 95 SEAEIAIEEF) ;

g) F& T WK INIEE B AICASIKIE AL 558 B AN LA #E A B LGAIEF AL, H I8 T Wk
REBAE G T TAREF AL E L A AT LAY eSO A& GFE £a&F &
I IEVER BB E)

h) PRHEF T e ST 5256 W A2 69 2y 4998 3%

FEARVEICAS ] & 89 HORAR SR e 5 B 09 Jhmb b, ARG B AR A b 69 AHRIRIL, & FI3FF
AR T AE B AR B 6 A F BRI £ 5] T AR & 5 BATHATIFE; FHER
MZICASHE R AR T ABAESG 7 T 526, 0 3T F Z LR T ko

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 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;
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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 %4 F+F% Emergency contract review

L2 FHALEFTZAGRE T LE K v ind KAELE . %A ELE Fi, FH4AK
BERZFHTRAE CEEPHY ¥, RHRILEBRAR, BEBEE VAL ERITFA
R, GRIFHFARRELELT R, PHTRA XARKERFEARGEEFF (RN LT RIFFH
Wi RAR LI F A R A Z—)

1) REGLEEELIS . BRFHTEABD RN, FHIROFT LT B4 ELZRY
FHAESRER; FHEARGITHEAZTR, A OERTHRESF L LY FTRESYTA T
et % W . ZICASHIIA G PATHT F A3 X

2) REMUEALLEE LGS, BEE T ZAB LKA, ﬁ'ﬁﬁ%‘ﬁﬁ% SFRZFHAT T ALH
TR, SRR EAII S TR LR TS RES; 2 RARIE IR g ) FAZ R,
W@ﬁ#%ﬁr%xiﬁﬁ¢ﬁ&ﬁo4mm%mﬁ% A H AR

3) R¥BAFREEGEFTHEN N, FHFRLHLETLTZED OFHL, FHEXTBRTWNR
HRANAF A BH, TEALTHEGTHESRES,; AT F AR RE S %
WFAZAR], ZFZA RS TANARFT T IZE S ZICASHIAE HATHT F it X

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.
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6.3 WiFZ R %IT4AF Acceptance of application and signing contract

6.3.1 AIE W 369 ¥ Acceptance of certification application

SR LB R P T, TR TR RS RIGEY i RS RS R, THERE
il Jo B AL LR AN R e B E i%rxﬁmm¢mo

T 3R N AR A AGE P 69 T R AR A TAE T 5

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.
Market department shall store the whole record of the certification application.

6.3.2 ZIiT 4 Signing contract
6.3.2.1 &RFHEL)E, THHRAMKE] P S RAKBLARLE AT/ B R, 5 FRIFBGA
ﬁ@ﬁkiﬁ&&%ﬁ&»ﬂ%ﬁé% HATIRM

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 T I E W IFH RN AINE, HPirHs ST GAHESR$Y (AP0312) , 5+ F 4K
FRBFAARLE AT B AR < EIKRZNEPHE> (MFP0389) Fotn £ & ihAtbt s L F
=R o

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 A% 7 %69 % X Planning of audit programme

641 RAZEPIRANFE T ETFL £ ERPBEBETHILEITR;

Project managers shall identify the development, implementation and management of audit
programme and improve necessary resource in audit activities;

6.4.2 4 % F A AR FaH 4Z AT 18] Determination of audit man day and audit time

ICASHRIE W iF LR 42945 &, MALFHAA. Fh. LHFIREBE. EEARZE LN
B AEZRFLRKEOGRNICFHEE, BHIFATTHEAR, FHARINH T ILARSE
CNAS-CC105:20204] & #9ICAS «QMS (EMS/OHSMS) AGE%F A K EZ B FAFAEY -

R HBAKRE, LEEHEATRAA:

a) WIRAMEEARRLE L RUALT (Ye-based”) R FeLMA £

b) AL HATIAE T — IR F

) FEKALEANETFHGQHER;

d) A TR S ME KR AFEBRATINE;

e) WwRALRALYEAE L, FEAKIETAE F L AL FHTTAHRR R
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) B4R T s, IRRE A LKL
g) RFBA A AAZ EABE HARKRITEEFT

h) RE AL IR LR G
) AEFZOLER;
D) e RE PR —ANMARG GRS, WICASHEA R & BiE & P 49OHSMS R & i £
RGP E N (B 5 —ANE R A ZOHSMS 8 5 4%) o 244 & F A% 0t i) if, ICAS
FAE R I R FAZ XS T TAR 6939 P o S T8 T 4200 2 9 BT AT KT ok, AR
H) B AR T B 22
Hof — B8 T AT E Z AR 5 R ) 8 B R E, MM AERE, TR
RBIFEARGZ 52—,
ICAS shall consider the factors such as the size, characteristics, complexity of the business,
scope of its management system, certification requirements and the risk it undertakes according to the

information provided by the applicant, and therefore calculate and confirm the audit man day. The
confirmation of the audit man day number shall be referred to the ICAS’s QMS (EMS/OHSMS) Audit

Man day and Charge Standard which is prepared according to IAF MD5:2019.
The following items shall be taken into consideration when determining the audit man day:

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 FAER &89 #) £ Determination of certification risk

B A F AT R Fﬁﬁi%%%m%‘éﬁﬂk%‘é?é&%ﬂ&\ s Bl & oW =g IS s
BATHE AT . T RRRNARELZ ST @G A FEHTFTHAITEAR (Jo§ k7 A B JLiEAE,
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HAREPERGAEFIRARE, RMFHTHE, ZRRANBERFEIRLEIMEGELEL £FZ4,
THAXRE B EMN £ FHBTFEYE) BAESLEE . FTFRERIIES. AR
K IG Hn b9 L ) B 4TI K

BINGECE A AR, RIEF BRI #ICASP14, ICASPI249 & K IAT,

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;
6.4.2.2 RAE B:AeiBfz H AR BATIRAR ”“)ffé’:; Bt 1) i#% 2 CNAS-CC14:2019 2 CNAS-CC105:2020-%

R, FTDAGE S B R A E TAK R BT R S 65 H) B A A IUAEL VAR 3 PIT 18] £ 5o VAR A AE
A AWAEA 69 KR
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.

6.42.3 Lk WinaIMETLE R @3 AH S, RN iLe LR T ad s el 3
WAT: wRiZzb BN AL T ATt =&, F/HE~ kL5 e, Wizdlksain
xR AN AR A s, iz ke A SN IR T HE ALY, FFAEIERS T ERA
7o

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.
6.43 % P e93h4E Multi-site sampling

Yo REFHH A b BN E RIKR 8 SANBH IS MG AP, Bk 25 AR T 4
W LA e s b i, RBALRIAT W SN/ %A 45 BAER 2> (MFP0350) , %4
WA — AT ERIAG T, AR T AR B

TG R LHERNEMRTE, F—F55 50 5EFEM%E =5 A GRS 0 247
M FIANIET . TG ENH T TG SRR F AR ARNE,. LEHRKE, RHT
M TEE 5 AR E, ARLBRIET 6 E AR R A 2O KT Ao VART F 4% 69 45 R

NG TN ZHAINECE B E69 7 %4 7 RIS E EFBAT 4T,
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T FOHSMS & £ 2 AN prag 5oL, mAT 5EFfod 42 69 R 48 X 49 OHS R eAZ 49 +F
W, B NETL R W AN P AR e R S A PTEA S AAA R 4 E . 2K OHS
W, WERERN. BR—ANGHTE LA A R0 342 S h) & X269 & 5o, 12ICASEAE R
BE RN SEF (AR B & G002 E. TR HHTF)
XM H) E e B AFINAERT, ATEAUAN AR AT AR T A28 5 P AR R B A F BRI 6 AR

& ) F2OHS R e 69 K, ANk o

If the management system applied by the auditee contains multiple sites or multiple temporary
sites, plus all these sites are under the authority and control of the applicant; then audit team shall
conduct on-site audit to each production-site according to the Multi-site/Multi-location Information
consultancy Form (MFP0350) filled out by the organization in order 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
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.

6.44 MRFH Yy —NWEF_DBEANNEGFE, AT EFR—HEAF (W6.62.1574) , —
BREALT, —HE&EZNGHRAT, AT RIS T ILI6.6.2.3,

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.

5 A% A7 09 f£ 4 Preparation before audit
6.5.1 72 F4 B 8. JLE F4 N Determination of audit objective, scope and criteria
6.5.1.1 JAJEE B 4944 & Determination of certification scope

A T AL BN K) MR Ry 09 & BRI R B ERRA, R EERA, R
ZAE AR R IEIE R TLE, ARBRE NG H LT &5 R F & ETHEIL, HlkARe s % e
SAEREERRR, RIEEKRR, RLERZEERIKRNBITEEMEL R T MR,
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IEF5 89 SR 098 RARIEA T B &

® WIFAMI, WwBRHEIE, LR, FHEHAL, ABRA KLGANFBRKTR, ARREA
LN, Wl a9 BT IR

® AXREEHKRA. MMEEAKRZ. RLRERZAFERZEZ TN —ZE;

® AT B AAALEE AL, ARR EFEIRA . R EIRR AR R4
B IAR A AR B AR RS BFR 0 I

& S5NTAOSERTEERA. REFIKRAUARR LR RLAFT KA TLE TRSE
YT A FNGEG IR U R AS IR A T T AE (4o WA LA LA RB IR SR
) o

® I E B LH R T 6 B e B AR 449 3 P

NIEFCE P 2 T2 R RIREEFHOHAE, B R Flk, HEWiNE, P FFTRIGLCH
Rk AE A AT LR A IE R RS R BLETRT, A FEE AR TR AR AR T B
B EN D ETRT SR L RS L,

INGESE B 697 A & BT BT o F 4T, do e — BT ML G, GELE 5 4
Flof§ B eaiE B fm 2 0, FHRARKE B TR, ARFEFAR, TREEFHATHLE

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
ICASPO3C #7.x1444T Page 11 of 62
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the stage 1, audit head shall inform audit department and make adjustment of man day and

resource allocation.
6.5.1.2 % 4% B AT 5 oy 2 &) F ALK R A I AL T Aot M @ AEAEAT R AR W F AL AR A T 8K
BT 5 W AR 4L LR 7 T & 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 A% 694 Fe ik iE Composition and Assignments of the Audit Team

6.52.1 R EFHAYIEF LR, BF5ETIEE:
a) WAZ B AR SR N FefE 6 F A
b) RERALZSLS. —RUTFTEZRIKSTH;
C) LILFH B AR E 69 F AL AR S
d) EZR (G EATERAGEE. FARLSRZLR) ;
e) &3 An LAk,
£) FAZLAR AR AL FAZLZ AR ERIRF

In deciding the size and composition of the audit team, consideration shall be given to the

fn

following:
a) audit objectives, scope, criteria and estimated audit time;
b) whether the audit is a combined, joint or integrated;
¢) the overall competence of the audit team needed to achieve the objectives of the audit;
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.

0.5.2.2% A% 1 EARIE WP 35 APTINTF 69 b S-PE R BOARYE B AAR R X o & £ 09 & bk ) 2R &k
WAL N WAZAG Rk TR AR
a) (R ARTRKOINERIET O AT AL, AT ZHCHAEAT RN 5o R AR89,
ISR A9 8, VAR R A S, SRR, )
b) WA RAUKH — LW R, ZTAER A G BATER TZ W A8 F KR
ﬁ%ﬁ%ﬁ%&ﬁAﬁﬁﬁ%bﬁ%*o
) FHIEFTAALELKTHHFRIMNEAR AL R () #FEAR. HAE T i
FAR BT R FT T AEIFEAR B, #8195 A G 69 84528 AN 2w 4 £
TIE @
d) =5 PP LMAAHENFTZARTGER, K, FLFER. BRERF () #
FAR MRR EJFAER, DMEF AR LH TR
e) —MrBRFEANER: FHARE VA M ABRKRBGFTEZR,;, —HRFEAKE
I BRYHEARKE AR — A
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f) —MBEFHERGRIKR, Bk RAT 44
FHANER E VA A XA B FALR
BABEARRAFTERAN. FEREARE LI
)fﬂﬂﬂ‘]:./%‘*‘hICASﬁk BRI H RFAZR
AR R R 5 F R B R A SR
JAEF AR T AT AERR, TARAEFEAK; JLIESE T F R I+ 420 e
B IIEG AR AR —B 5 FAZ, JLIEFZ R AICASIFE 2L 69 N3RS A F R
B, ZEERATAS G, T FZ R RFZARKREATAILIEN, £V LAH —
DN R B A ILIE W R — AL S F A
WAL it AR B RGIEZT RS
® AR AR X8 S4B A
LR FBEARBATRAZ T, R TR Fo A 2698 AR R
i, ZREAAMBEANFTENERFTERENRELELETENFENTEI. &
BT A AR TR E B IR HAF R AL BAT RN T B T AT
® L3 WAEN A E AL E XTI 6K
® ULERRMAATHUERNA

6.5.2.2 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:

a) (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.)

b) 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.

c¢) 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.

d) 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;

e) 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.

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

o There shall be at least one auditor with profession of relevant technical areas in audit
team;

o When there is no auditor with technical ability, technical experts are needed,

o There shall be at least one internal senior auditor in audit team who has been assessed
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by ICAS ;
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 witness auditor is promoted to
internal senior auditor assessed by ICAS, the auditor can participate in the audit; 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.

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

o Observer shall not be a member of audit team;

6.523FMMKALEFHUF NG, NEA/NFHZARN o4 2342, IR . K
REH) T T Z IR B AT 89 5 B 4§ 3 ﬁ}T?—;é’J EA1 N A B & BN AR T
A% CEo ﬁﬁ;}i*‘?%éﬁ?ﬁﬂﬂ"ﬂﬂﬁﬁﬂ\m R, AHEELIFTZB G, T LA
2 QS T

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 # A% 7 %69 % X Planning of the audit programme

6.5.3.1 BiRAFAZH EIF A L. & 2 o3t WA ES) s F 09 %R ; Tt shall be identified the

necessary resource for the development, implementation, management and improvement of audit
activities;

6.53.2 FAEFT ERR, LFWIRAFAZEHG K L AT F A S 09 KR XL FEE A

T 5% 20 4R 69 8 FEAK A it RARYE BT AT B R AR HLTE A 89 IAIE 89 & K

1) § 7 ER QIENREANNETZ, F—F 55 5 EEFHAR = FEIER AT

BEAT 89 FIRIE W AZ o

2) N F AR ZHANETEE & &89 7 Fa 2 SR &) W BAT B AT

3) WmRZFHAIRRZROS AN RS ANERGPT, AX ﬁbi%ﬁﬁ%ﬁéiﬁﬂlv 4L LR A A 2

i, RIFLLAF KZNY 2 PPz G4 E&> (MFP0350) , 4] & &3 6934 7 £ AH K

NEGIERRROGER T R T RERLFE BRI TR GO ENAELELTRS R EE R

FAEREY MG RBEREE, R, N RARETHE
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MNTEHPRAA GGG ER, BEEK:
® G AN A G & FeiB AT HAREAT AR W AL
® L PR A F AR B AR A S AINIE 8 AR 77
® A Yy F A — A Ao B B A T iB4T;
® i K — P69 F AL A IALA FAR ARG IL, FFRL SLEAR RLEG 2] E .
4) RAEY KRFAZTCEAENL, KRFZS ZRAH: REEZARIEITY REG353G I F
ZR, ARG WA B RAE KFHEFEY FHRITHT

5) AELFAREHTIERGIFREMTRAKEGEINL, LXNFiar Em £ BHI5% 60 Fi%
BR, HECFEHZEY PRITAT. ZAFILTRARETERXEINET B3I,
6) A XOHSMSHFAz, EHkE: (1) RAIMRY AEHR TR HEIRIRAZGESD, LHEL

i RE R R ERA SR ZR; (2) OHSMS R @& 8 L5 4] T RaehF by 3B R4
OHSMS 4 %A %ot Z% 3, & Ak dr. LR OHSMS & & £ L6 69106 6T P, Blde Z50
T3, b HAL FATA.

The planning of audit programme: In order to identify those audit activities clearly, the plan shall be
took charges of project manager. Those activities are to conform that the organization’s management
system meets requirements of the selected standard and other normative document.

1) audit programme shall include a two-stage initial audit, the surveillance audits in the first year and
second year, and recertification before date due in the third year.

2) On-site audits shall be processed during the certified products production or service activities at
normal operation.

3) 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.

4) 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”.

5) If the suspended certificate is restored combing audit activities, planning of audit programme shall
consider requirements for restoring the suspended certification, and state it in the audit programme.
ICASPO3C #7.x1444T Page 15 of 62
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This kind of situation may be found in surveillance audit or recertification audit.
6) 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.

6.5.4 % 4%it%] Audit Plan
6.5.4.1 %N General
FHAKASH <FHHR» (MFP0311) BB AR E HIKAA LI 5Bk (4
BHRE) o CFHARERL Y (MFP0308) SHLZHFAZ M F AR FHAKKL
ERMAREFHARRBRA, ARG, B REDF T I BLFTZERR o
T IAE 89 5 B 5 e oA R TR AR ), RS54 BJE, WA K xR #ATF A A
«FHHRY (MFPO311) 5 AA— W RiER, VAHFIK. MEAGTHENGLE, F
TR 8 EECTRR AL B4, SFETUATFE:
a) WHATE B RXFASNE, HRBA IR TA LS AT
b) FHAHRGFAZAKRT AR T8 THNRELENFZAKTR, WhLHg 6 LA %
FHFAZ R AL S 0 A AR B Tk, B F A RKAEIG TN R AN, L Fof
TAGHAFELRAE, FTAHETE TR LEFHL. AERFER LR ER, ¥4
X6 G A TR A AT ALK,
c) WHIHLFARZHXGENRE, RAEFX AR EEFTFERAENKE, AMMEEMEA

i

d) FHIHRE

e) RUALRFH
A2 B BANETE
7,

) AFER I A LB T AL I G AR L R AL e R SR R AR HE, (o 3
QMS#98.5.1 & 2k W AZ it 1) o tk8.2. 189 B 1) K ;A /= AR 3= & 69 4 b o T K 47 5 S 6 £
A AFQMS #9825 K F A A BF 1) L g A K A])

g) AT P R T EIRAIR T AE LAY (R B EHRRIYG) T ELH, Bk R
% 9 P T AL AR ILT Rl IR AL AR R 09 9 P e B AR K

h) 1S09001. ISO14001. ISO450014F:4 % 5 A\ ol 2 He+ b F 4% R 4T F 45
OHSAS18001 47 2.4.4.6/4.4.7/4.5.1 % ol IR % HE+ . F 4% R #4T F 45 1SO1348547 4
2.7.1/7.3/7.5/7.6/8.2.4/8 3 % B 2 HE+ L. F L R #4TF Mo

1) A0 RKGAGEF A B R AE R PRI ST B AR AT A B A B AR R BB ART

%

=

FAERIPET, GFHERAR S F T ALWEE, FEKEEYEZ,;
89 77 REATH R, A REBRIT 69 24 F BT, RIET o dFiE. 54
Bl Bk 5 &3 1T 09 I B R BT AL S A N B 2T A B F Ao BT A 3R

~
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J) M EF A LR R A BB AN CCAIRIE P A AR E AL R AR, ST AR S Lk
B 89T AR, FAZRE R P R AR 3% A e B A5 R 18] 69 iE S 6 WA
k) SRR B AeiBAE I AREAL T ML b 69 BT ) % 2. CNAS-CC14: 2019 ZCNAS-CC105: 2016

1) #F2EF AR AR IAEH G I, B IAET R HAHIEF A R E A L e d B 4baf
G F R AR LW Ao
m) 553 TR R AR AL
n)  WER AT AT H
0) HAE TN H BN F 4 KA TR R A F R AR AL 3 F MR
FHIN TRIEBEREZRXETHA . AT HRERE, BREFRERIEFAMIALEE L
THRE A, A
p) JLIEFAZ R T OMEAFHAAR , VA TR IAER, RTRNE#Z, 2EAFHak
AR, T B R R Ao
Q) B —F LR AR i LA B — R i SR F A ANE A
While preparing the ‘Audit Plan’(MFP0311), audit team leader shall considerorganization’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;

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
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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, professional auditor
shall be arranged for the audit to clause 4.4.6/4.4.7/4.5.10f OHSAS18001, and professional
auditor shall be arranged for the audit to 7.1/7.3/7.5/7.6/8.2.4/8.3 of ISO13485 ;

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. For the audit of the enterprise that is
recovered from suspension, ‘audit of the activity during suspension of this enterprise’ shall be
shown in the audit plan;

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;

o) Technical experts must be accompanying with auditor in main region, who should provide
technical consultancy to auditor and make signature to confirm. 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 cycles;

6.5.4.2 # A%+ % %4 Preparing the audit plan

TR PR 84

a) WA,

b) WA ;

c) WHILE;

d) MWAZ AR FIRAL E L RLAE

e) WPHAZEHN B A Fr K

f) IABFEEHABG T Fe AR, OHETZFESEREG N FTZALK,;
g) WAL YER . B, HWRKAR T X;

The audit plan shall include:

a)the audit objectives;
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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;

fithe 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;
6.5.5 FAxLAIE 4494 Communication of audit team tasks

TR CFHMkiEiBi B> (MFP0308) FEIAEFH M AT F BT £ AW R A FALA,
AERBB B FHEARR G EIL, RBRAZ TR o RARETFRARTEARA, »AH

AR, BB RETIZERR .

WAL A F AT R W A Kt aﬁﬁﬁ,ﬁﬁﬁ‘& MK R AN B ey %
B, B G AR BREABA. BEFFR, FHRKEBEPEEAE S AT FR:

o ﬁﬁﬁ%ﬁﬁﬁﬁﬁﬁ?%ﬁm\ﬁZ&%%%%;

® ZHMATHAINLM FHIA. REAFT XBBEEAKR T X;
® FHORAEMNIKAGX; HFild LE & EARERTIE, AREFHINGIE LRI
BT R (REMEM, RALCH B8 KB T HARN) , AMETHALT
AT A B R ATAR X AT o

I FHEN T, FHEARNE S BFREIEATFERL, FRILTET . RFHT
B EAT R A FHAKR. LT A TR T 0T AR AT RSB F AR LA
GKLEFAZ A AEST & B 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
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;
® Contacts of audit assignments; information on notification of picking-up shall be accurate
and the notification shall be kept in the file after signed by organization (if not, inform
auditors in other ways) to make audit team obtain information timely before auditing.
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 #7:%NEH 4% Initial Certification Audit
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6.6.1 J& | Principle
MREFESANE TR F—NhERE DR — BB FALTIRIAELLEFENE =

VAN A LR TR, E—HEFZLEE T AMITR.

The initial certification audit of a management system shall be conducted in two stages: stage 1
and stage 2. 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.

6.6.2 % —W-E %4z Stage 1 audit
6.62.1 H—MEMAMHABLTMARGEEERR, LXNE _NRFROXEL, FELFE

WMPAT @, THERME MR EERS:

a) WAL ALY B AR R AT 8

b) M IFA RGBT G 8 BARTE L, PS5 IR A R AR #ATIR, UHATE
S B A AR L

) N ERKRRABIFERLTRE
ATt BARAIANA

d)%m¢ﬁﬁm%i%%ﬂwéﬁéﬁﬁﬁﬂgﬁﬁﬁx?%ﬁ%%ﬁ%%ﬁ&%ﬁﬁk
. EHLRFGPT, GFAXFEEFRBREAF AT

€) FEFH _METFHMEXRGEIFIL, FH¥H mﬁ””'%&ﬁﬁ%%$;

f) &P RARTAH B, THAFZESRS, RIS BAOLZILEA TZH mi X
A, ARNE _HEROTERB/ES;

The objective of stage 1 is to prepare the focus point for stage 2 audit by gaining the knowledge of

7 "3‘

T NATZEEEIFE, AT EIKRR AL THME

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:

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;
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6.622 AFKILLE A, EE—BETHY, RIRE LT HERRAA X0 KRG AP ERIE
FBE S S A,
Q) FHLRE SRR AIE L, A ETR B ALY S ERBAT AN NAB, BB
g b B ARICAS 69 2 5
b) My E % AL 6 RIAEAF R RAE, AR LB R, o R4S A4 i E)
#y, w8 W SR A R Bk A S AE
) FEMBIE A FHATAE R RO ERGFRENER, B RERRIE LT
F 85 RIS TR EA R A A7 SRS IRFRE L b IFELR 6 LR oL
— 5 UBAEBAAG ARG RREL R L. 2. BAREE QR B,
d) 4 5 = BB R E R AR BE AL, o5 IR RS = BB 6 40
©) HETHRMEEE K AN T AR ERIFFAHEM, ARA K E BT AR

vt AR
f) IEMARREERRNFLHET NRFEEEEIRET, HAETERRLTAH ZEBATINHA K
L

g) FINE FAR R0 AR AR TIER AR T EAF BT EEITT £ 4

h) =BT ZG LR AR EZERGEMEN CERARRLT. —NRF LR RFA
F3%» (MFP0374) ;

E WHBAGFLEE —NRVZERGAAREZI LR o RA LA — BT 69 F A R

BT AT R, e, TR FH-NRTEFEL,

HHRELT, SAA;EGE, H50F—NERTUARENRY, 28 REHGEFIER F — K

4 L& B AR 23R L o

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;
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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 VAT JUST AK J& 7 #AT — M- B89 I35 F A%

a) ICASTHAR RFMN & 2T R 34T FF 7 RIABE, L £ T6.62.1F 65 —Fr
BEHN R e RT 2K, FHAEE5-—NRIAGTZREFANF RS,

b) WA T TR A ZINT 6 IAGENAN AR A A9 AR B AR A 69 UM IEIE S, BT
A AT EAHRAGIFT, THINZ T T 9E BIRRBATRA, FTRIBIKSE
01z 8, RAZRE R FHGRX, FEI—HROFTHAGFRZR; K

C) XWH I LKAFARNIM IR L GG A AT IRGEIE P, A% T I BT R 6 E AR AR
ERRD T AHOFTETAZFTZECEAAE RO THEEL, FEA—NEROFHE
ENELE S S

d) ZFHEFTA LIRS TIER L SRS EAFRA R, SREH L, @EFEL T
HHE, AALNERSAL, LB —NROFTHZB GFtR, oo IR, RLEELEE
BRZGREA =R, REEEKRZNGZR/BESFTREARLZHNGZR, AF%e%F, @l
XX FET RN LA AT E, TEHREF AT BT 8 o

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
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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.

6.62.4 —MBAREZANHHRATH, BAEFHFFF ALY, LA G THESH Pt
TR, —RFTHRRELEE—NBEAGFHI N TE, ARFTEARTZHR T RIS
T LA

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—MERFATIUG FHE, MERE—NEFHIRE. T, FHAM LR CEEIKZR
%

LHE — BT B E %y (MFP0374) 35 % Mt 42 RICASF ALK, T ALK )%
XA JE 77 T HAT IR R Fﬁﬁi?#ﬁﬁ%"’]‘ﬁ gE R — AR,

SR H /AT FEEAR ZRINIET 37, 5 B8 4 T 30 by Ak 55 i 18 i 9 7 X 4e
R, R HIANGEF FHRAH NG E RSN, AFRRE R LR,

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
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.

After contract review/audit programme management personnel finish certification application,
they shall notify salesman from market department and salesman will tell organization via telephone.
Certification not to be accepted shall be confirmed by company’s Management Committee at last in
order to ensure it would not violate relevant principles.

6.62.6 —H-EHAHIRIF, TUARRHIE XA E KRR, 24 F R b KT 25 4%
Yo Fok ROGH 52 WA @AT A AN TR A BT ]
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.
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6.6.3 % —H-#& ¥4 Stage 2 audit
6.6.3.1 —HrBeFHA M IFMARELRRGERTL, G820,
MR HEERLGRAT, FEVBEEATH@:
a) AR WIAEARE LKA, & A0 E AR R ATE R 69 BT A 2 KA AF A
HRAESE. FINEARR B Z0TCE R EN T ERIZHH Lo
b) RIE XL R ARFediAr (HER O E IR R ARE XA AR Z —2) , *F
G AT BAL W RS AIEF AR P IR IE A AL LI B ARG A AU
c) WFME KR ARARHLER N EE. EAREF TR
d) FHE AR R g b 548 R R RN AT AR BE AT A
e) MR E I BEIEH;
) KN IHRE A E EIFT R ER L
g) FINKILE F I AT A E IR E A
h) FIAATEH R T4 G B AFAedR AR, SR HAEEAER. R, ARAh. &
B B GIBBBERARTEEARLRLE R MGIKAR
i) EA A, RAE KR A K B
j) TEARGIEHER. T4 G BAFEAR ERGEAENLER. B, ARG
A~ B AR GRBFEARARTZEAR LRI R
k) #AEFH —NEFEFRANE G ETRFTHEG LN WNE. REFIFF LR T EMR
75 §i'}i o
D AN TR TAE LR AT AL AT FAZAIL A T AL IEYE B T AL Tt
FHERBOMERZH T AFE GLREFTHRRET) -
The purpose of stage 2: evaluate the implementation of organization’s management system including
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.
c¢) 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
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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) If applicable, 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 i & TAE S A R W A% IF 45 7 89 42 & Preparing work document and preparedness prior to the

audit

6.6.4.1 FAZL A LT T 5 LRI 69 T AZAE G, ol T8 TAE XA, flde: afat X, &ia4e
FEHEAE S TR A 64Tk, ICAS B 3% A £ 69 B AR A&, *FF34.03.00 9 #93&
RIAABRY EVREATENRATA, do:

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.. For

industry with “*’, ICAS shall collect relevant laws and standards; for constructional engineering
supervision in 34.03.00, it shall at least collect the following laws and standards:

o S B S NS T 6 SR

o TAZ M5 T B4 FIh F B Ak

o TR MH 5P ;

o TR M AT F.
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. For
industry with “*’, ICAS shall collect relevant laws and standards; for constructional engineering
supervision in 34.03.00, it shall at least collect the following laws and standards:

eConstruction law and regulations of construction supervision;

eMethod of managing engineering supervision unit’s qualification;

eSupervision regulation for engineering construction;
eSupervision standard for engineering construction etc.

6.6.42 HERER St FH, FHARE FHARFTRXOFTHANLBL 20 F Ldnid fo K412
B, HFFBRAREREAGFTEZRIAE KON FHF L ZRAIE F3EVLF/0ERLS T
A RITEY -

For audit where technical experts participate in, team leader shall ask technical experts to
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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.

6.643 FHIRAICAS 69 %, RmEREE. RBE, ABRA A,

Auditor represents ICAS’s image and he/she shall be well groomed, preferably in suits.
6.6.4.4 WM KA LA THARFTZESN TR OE P REEY L P FGERARER—K. F
AR BRI R %o I T T AZ LA T AL 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.

6.64.5 HAFHREH— L0 FER, BIEFTHAKE ARG ITER—K. FHAKDH
PReF Ao KT FZEAZ BT 4 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 XAz B899 4% Audit of documentation information

HeAE2015089001. 140014742 & KA % GB/T50430. ISO13485. GB/T2800147E &K, F#
PR 6915 & Fu A FA PR E BLAR R R A BT E 0978 s XAF 8912 8, AR pRITAZ  PTAE 69 T4,
B ZRBBENGFEN (R—NETZ) R RELICAS, F 4% 05 A H#AT LF .

MRINEF A, XHFEEREEE BN CERKR LT —HBEFRLER AT
¥, FERXFET RBAF ORISR TR X R R, ARESE N ERY
T AT RI ) F A% ITAE A T A K

HAHFAZEA o BIAIERY RICE W) FE#AT A SO TAZN, IHFHER
BEEBN CERKAZILF. —EFHLELRPARFE stRFAZA T, FEAGFH
SEAE AT A H B LE RAMOE AN FVRA A, AT IT AT SAIRE

According to requirements of standards 9001:2015, 14001:2015, GB/T50430, ISO13485 and
GB/T28001, 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.

6.6.6 I3 F A% 525  Conducting the on-site audit
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IR RA TN IR T TR, AR TEEARILATONY B

a) Al RIFHFZAE ;

b) #EF G EBAZE Qe TR/ ERREF. BAR BT E. B, R
My A TR A2 78 7 5 R IR S)

c) RALAR, FAE KGR B IR R G R R A — U

d)%&ﬁ%(kﬂ\%ﬂ\iﬁ BATIL KA LA LG F)

) BEEM (HEAMNRINTFHZERN, FNTHRA LD BRARERFZORA, ARELA R
MO FHRE . RERE %ﬁ%“%lﬁ FH NG FRRE AT AR RA AL CHITE
PN F R RECHFTHANCELE LFTHT A9 ABF) ;

f) 2R FHo

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)

c) 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 FiES Audit activities
6.7.1 B & k423X Conducting the opening meeting

SN LB W REZEMETRITFTZETD .

A FHARKEIR, FHARR. TFVEFTRGEELE TTHEOREIIEATASL
Ao, BaPAAR (QIEFTZERRA) BAe CEH &> (MFP0312) L& 3| & §F A KKAILT
Fo WIFMRERE, WAL G P IRAR S TS e

BAREN LS HFZEARKREFANBEIFEATALE, SFLABARFAGNL, BIFHREK
R @46 T 5% & 69 5IA, R AT 5ARATE IR AR T4 — 2

® WIHTNBHELAR;, QHERNENBLAL;

® BEMMWA. FHA . FHRYE, HSARHIGNIELE, @ AR T AR
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FANGG SR ST AR, HARAINT LR N AR EEPT RN P 5

® LUPRHANTEGI, XA B EZIAYG RGP, L% WAZ D A 7RI P
W, NFALAE %0 0% HiE &4 &> (MFP0350) , AXFFHEALT, &
Ky AP TAZITX, ARTZEZNA ST, FAAKIANT RGP
FERFZARR N, FifdedH
PN H AL YL Ao 4 4R 2 18] 69 B XA 38 2RI
BN T M R R AT T A, u&%ﬁm%%%ﬁ%%ﬁ,w%,imzu%ﬁm H
S B AR, FHMFZ FAL G E TR0 60 i A DU BAEATH 6 L 3

® FHINEHATE N T IRABEE (e @i, BT HE. FHRY)

® THIREARIEFHINE RREFE;, EhHAENFH;

® HNFAHA TN ZLEFR. BERERESF (FE) ;

® NURERARMGERFZHEL (% LiE. BFL) ;

O {5 B\ H AL E N K AT L

® NG FHMLERARAEMLER; WA ERMFER BRAF SR IR Z LR
I Tr ik, ARSI W A # AR R
BLE 7T A6 2 0L F AZ 09 it

® FilFAZA KA F AN A ICAS xFF 4% 61 3, R FHHX (LEFiEENFF
MHAZR) BIPAT;

® LU E AL BTN 69 dhAE Ty ik e F AR

® HINFHIIER9ES (L&)

® X THFHIELAF AL RER;

O AT AL T H e 4 T A AR RAEAT KRR

® HEZ WA FHHE; AR ARETA B,

AR TFHREGREVNNBSLEAHR, BHT CHERENERE> (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.

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;
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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.

6.7.2 &%

A% ¥ 9 ) i Communication during the audit

6.72.1 RIBEBLEHFTECE BRI AL, THAKDY R E 0948 8 B4 @ X,; Audit

group leader shall arrange necessary communication channel and method according to scope and

complexity of organization’s audit;
6.7.2.2 FZARARL — R A Euf, FHEARKEHRARTHANRIEAT — R WAL 2, AR

b) IFEFHZGLEAA;
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c) wZat, EHHEEF LR T,
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 MALHMAER LT 2425, FAZAK Y TH &8 L8658 3R F Az 3R LR X 1 L. Group

leader shall inform audit progress and related information to organization regularly according to the
scale and complexity of organization.

6.72.4 FHARREFTH T LILERFA 4, RRMHREFZAK, FhaKEARAE,
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 FAZM 4o AR ILTLE M0 Fl R KA, B LT AZAKRSE, %
Zat, MiBFRZE4LR . If auditor find problems over the scope, he shall point it out and report to leader,
if necessary, to tell the organization.
6.7.2.6 LKW FHIEEL TFEA N LELZN, RETHELELTSHERGFH. FI, Fldo
BRI RAGEFIRF R FRLF A, FHARE L FHRPFRA, I FLRH TH
TANBAE FE R T Mo AN BAEIET AF AT 7 X

a) EHZH T AL B F R

b) S B WAL R, A HAERIF AR 948 K K IR A shZHE o 1A BRI W A%

c) MEFZB R FZTHE,
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 B0 FEA, BIA R ERIRR T ROH LA LM MBS/ R FEZECRLTE, F

Bk AT HICASF HARBIFHA AT «ERPiFHY &, HoLEFHIRGEE LN FH
RATIFF . FHAFTHET REEAR AT ELAFF, o FIELFEE 69 E RS/ R A LA

BRI AR TEF TG R RREE (N BTN LI E R F /A KMFP0374»
REF)
a) AFELGIEE MR E
® FEWAHLARA ML GRS TREIAT LS5 R
® JrR#MLBHGEN,
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b) AREEKRTROHBIARKGEE
® THARMER
® WX AR
® ERAZHFR
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:
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 AEATH AL N 4o B IL LB F IR K7 A B LZFE, RENERFHZAK.
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 FAZAK R B & F AL AR R AT F AL LA P 09 R ILE KK A BT AT R F 5 A, A
R BRI ERA, REFHAKAARNETE, ZTaXFETRE, SFTHEASTHAKK
RAFAM = A S BT, TR NG EIBNFTAZEKG 2R FETHZFBRRICASH R ER
SR

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
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 AT HARARK T EREFETHALFEITR TR, REHAEET KEIVIHY &,
ik B RN, A S F R OUE T A B AT TAEAR AN, FHEAK AT b ki
AR 7o

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.
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6.7.2.11 & 528 230 R AF 6T KL 0 B, W AZ AL B SR ST AL R A R, R R T ST R4
AR EIEZRAR, B4 HRE L, SAHZRE. ey Xk 5HERZE 658,
S LGP G PR A TR, TR B A U RS de Fr Tk Mk, B ey A2 R BICASH £
Wy &IF FREFY  (ICASP06) 49389 4 32 75 ik

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 ZHHBAANFREXFTEFTIMNAELFLE I AN FF/IREAFH, THAK
M Bp EIRE 2R,

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.

6.7.3 4% 8. 6934 &£ Fa B4F FoiT 5% Collection, verification and record of information

6.7.3.1 WA R B LA FHIAEN, RIEF R A IFEE T XBATE &k
1 Z B A F GRS . 45 &0 RIR T LA
a) bR TAe AN 89 2 B 3FFAZA R (G B PDARBF AZA TR B 4 F AL, A8
KW R R AT ek
b)ﬁ%%\%@lﬁ%%%%@%%%;
c) X, deo: FAF. BAR. HXl. A ARA. KRR L. B AR BLRHB.
FATIE T kA AR S TR
d) HIEGLE AT Aol G AR,
e) MRIHF G LI L& WA FR T IRE L
) Htm@agmE, o0 BB BBF;
g) AL B Fe P 3k
h) 2%;
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;

c¢) 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;
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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

Atk QiENT i SRFT. E5B. IHFEIRE. TR FHA L T4 £6
Wk XM, T FRAXCTHERPOY X T UAREGLENE], THAIMETLEA
BT R A B8
KR EMBARBITREZ TN, ZiFmIitRATREE:

a) RAATA I B AU B R SEAT AW AZ

b) ZTAEFHR A L2,

c) X FBmEAEFHELS AR ;

d) AR 8 LA Feit KGR

e) BITAIA K WiEF F LA R LHRFIRS;

) B A/ XA A0 RAEIEE

FAOHSMSHAZB:, FHAM@FEATAR: RAOHS HEFTEMNEREL; A wOHSH i
IRE; RABAR TEHOAR, WwELAFfp L, ZEGEGEH BHITEK; TAHETEAR.
KPAFls bt R T, E@ERXEAR: KRFLHSRBOHSKNIEAR L EFFHGELZAR AR LT, foKe
FTHEREFR T, BEGAR T SERBEGEEF, BFEILEAEZ LT LT,

TR P BB R BOR R E T R ZRIEITT, LM ERT, T AAR B 7 RS E,
BRILRKAE T

WAZILRA A 0 LF AT L, FREAT, SIETHERA I Lo FAZITFLARILF IR,
TEFET ARAGES PIE R EILFKF. do: BATEMGmFE (F it sF) , ML
AR 4 Fao AEA S o

J 59T K BARGG RAF B Fe LF 09 WARIEYE ; A 6% Ko L A58 W AZIEE 0910 L B AR,
AR TERIE,

MiEELXTER:

a) MRKIAGER, SFQMSH) F N\ F LK TN E ZAIETLE N FTA TR £69 55 (Bp:

BrA RE) K69 5 SR T AZR]) 5 BF T By AR U RO A TR A TR R

FE 0 ey BARTRITAH R = Sy B RATE ey THELCIESE, #lde: A

R K& F, URIEALA G £ 7 (B AFZRE LT T RUEW, ARKIZIA

JEIR B £ M B AR AR BN E SR P A AIETEE .

b) AT, QMSHI8.6 5 F AT T R ARILIAGETE B M 89 1 F) £ 5] 69 7= & 69 38 ) IRIE/ AR

o, LZud, BSET RICIAIE. BB AT EDATIHOLAIERE (@2 XX BR/3b75/
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AW IERESF) , oZFHEF FAIRBIC R T R H AR L HAT L AIEIE, N 59T
TR RE, B2 FHa B A6,

C) Ko f INERBE Ty ARG T S IR G, BT RN A T S AR BIR G, R s
WL, (FELGAES &L E 697~ ol il 2 AR50 &, @il mALA R % P,
I 2| I AT FAEMITIEER)

d) FAHERREGHERLFE. AHLALATERE, BOSTHEELNGT. FHL
RAGE . TSR

©) LFHH K ERFTHMN FETIRF; AL TILFABHA LFHALEF.
RREBATHF DB E, FAHEAKS ZHF AR R LA IAT LR/ T IR,
FHHHFERFIFHAKT,

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
OHS legal responsibility; Employee representative in charge of OHS; People responsible for
monitoring the health of employees, such as doctors and nurses. Reasons for the remote interview
should be recorded; 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.

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
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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.

6.73.3 WHEEKAF FE P R B WAL LR A A BBICASAR 5% R A8 A S

The audit team leader shall always check in the audit process whether the team members use files
in accordance with the procedures of ICAS.

6.73.4 LI FHAIEFHEIFTERGEN T ZEAILRER T, I FTHERRRELIRRB S
it 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 H A% %5 R A 69 A& &-Preparation before the end of audit
6.7.4.1 # m % 4% & I Generating audit findings

WA LR AR, R ARYE W AZ A ) A W AZIT T4 T BAT AN, AR WAL -t e R, SEIT
W FAZALYE, TR T AZAI. HlAoEMSF L, %7&%%&?k%%ﬁ%%ﬁﬂ%%ﬁ%,
Rl B 38 2 K 2 7T AR AT TAR BRIT1E )T R H v A RS & IR AN A B o T LA T ZIRAE T RS
Fait TR AL

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
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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 FHAKE ELERENZA, BFFHIARN, FHAL:

a) 4FxTHAZ A IFF FRARR TR IR LERE;

b) FEFHERFAHLGHE, dNFHLELER

c) RIF[BEHLIFF. AAIFHFNLEEMRRRTEAIN, BART O ELENR, T TREEFHZ
B E RIER IR Fe B RN

d) # AT B RIZZEH;

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;

6.7.43 FHAAKTAF SR GLRAE, HINFHIEREG EHE, FEARBBRIFELT. FH
WK ZRXM TG WEZ R T FALIEERFT AL LN ET o EIL, KRG 55
KT AT o
a) ATFAZR 6, FFFRAINR T AL P PTG LA
b) FEFHEIRFIAHALHEE, FTFHERER—K;
¢) MRIFEEMIFEHE. NPT ETHRARTIZLI, BRARTAZGELEME, T REF
T E REGR N A F SRR EF
d) # RAEAT b T RIZEF
e) AAINWAZT FE T, JIRAEME 2GR (BlheTE FAARE KB 5. BER
) 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;

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

ICASPO3C #7.x1444T Page 36 of 62



ICAS #4484
L&), H#23685 4 B K F 801%200235

QMS. EMS. OHSMSiAIE% 424 Tel:+86 21 51114700 Fax: +86 21 54253541
6.7.4.4 FHLNR &5 A FTE I T I oRIL R T CRAEARIRE> (MFP0314) ¥, JxF
THEST Do FHATARAE PRS- ZAW L, H i mARR T AR T 8 B I .

BTGB ERIED, BHARLARKF S, WARIERE LR LT S42 2. 218 4a
BIRT AT S0 R B R R Ty %o

FAZARAE P BLIL R A S AR PT84 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.
6.7.4.5 134 % 4% 45 #£ Audit Conclusion

TAZMIEL6.74269 538, A F AL VKK A AT EANEIE AT T, AIFF F AL LI
HRFRERER—K, BRTELEL. FHLEALLERATRE:

a) EEIKR LW AN 65 AL

b) FHIKF M. RiFferiit %ﬁ&ﬁ

o) A%, THEIFFHETM. LK. ﬁ;i]iﬁnfi 77 @ R 7 ;

d) AXEHEARRLATREZEGF @ ELE,;

e) WML,

f) wZaf, FHFE

THIRE T RLIEFLE LS EERRFTRRENES, XS TREET:

1) kA E——EF R EM . R EFINIEEM

2) BE. BNE——FRIFIGEEM. FEERBFIEEMN. EFETIFIES . EHRAE
iE 45

TR AT AT LR X,

B GEEEM SFIER: SFVHANRGLEBHRIF A, LACRRY EREFZBIEE,

W RINEFe BANIE RS, EFEM; BT, EFRSEMN;

B f SR M/ A ST RAINEAT ELFEN; TR ZRHE L B X5 5

T 2 ERGE)E, BRI IUA KRG Ytk

B AR BTN, YA INKIEARA FROREENNGER, REXETRE/

I ZEF ¥ NG TN LRI B TFFERARL— ARV REHRA B 2 EH

B EFFUHIES: IERHIFERESNANAN AT RS CHET ERF ST RIA 28 2 E

E RO

B RAEHEM:
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I REBFOERIRRAR ERRIG, T EINEAFRE G ZRABR SR Z K,
2. AARFHHALEERR ETZEPIRIA LML SR G /R E48 K™ F i %k AT

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
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
1ssued 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 B 7 Kk 42X Conducting the closing meeting
FHASELNERE—RIGFEXN KRR, FEREAARES. BTHAKEH,
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I VAR WAL T At TG A A ) 69 7 KB F R K Ao 4538, @6 X TR EEFE T IL. FHA
KT KRR 2EREY (MFP0316) #d KRR SWEWHANRAB, ALBRA X FR.
& Zit, VT ARERE AL LI A 3 FARAT A 69 o
KRAEWNEZN 5
® FHIFARSE: TRAAINRKTAZNGIER . ARATHF SRS KRG LE LN
FINF L FHIRE S AT,
F WA Tk
® LI AN T AL T AT AT AR HAT 2] B Aw 2] B AR A9 B 18 R (G AT FAGE B AL
RAEIAIEL L AT 62 B 5 2] 53669 i IR, A fo 4k 37 69 IAE 8 00 7 £ — ANAGE B ) 45
RATTE AR ;
® L9 ICAS &3 A & R I EE B F U8 d42 (@45 AATIE B F LA RIE K,
ICAS 2 M3R3F 2. ICAS ¥ 2. Kik (&) /T (LF) 342) ;
BB ICAS H XK 5 R W) &3,
EHEdZER;
INTEIE P Fo AR & 091 A 2K
TRONER F . RE AR,
LHAEHAT A B ER,
FHIEFG AL
BB A A e b i AR
OHSMS W # i, & RMpR Ak i FOHSEAE T H HE, 7 BALR TR A
R 7 ROHSH R T & A Kk, A AR LS ; £3)6pi0REeEHEY,
ARAWEAL A IARE P FHALSARZEXTFEELINRE LG IS EER
i 4 B 3 5 T Ak BRAT AR R o AEAT KA R 69 2 B F LR AR F AR T T AL R R RUCAS
v
Closing meeting shall be the formal meeting attended by both audit team and management of the
organization and it requires the attendees to sign. The whole audit team, relevant leaders and
personnel form auditee party shall participate. It is hosted by audit team leader and the audit findings
and conclusion is issued in a way that is understandable and agreed by the auditee party. Audit team

leader could use ‘Closing Meeting Checklist’ (MFP0316) to prevent some relevant part from being
omitted. When necessary, there shall be explanation for audit findings and understanding of audit

1k

standard.
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;
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® 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;

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 I T AL LE R AT T ARAT & BT AR
F ALK AT EFAZAE 86 E R FARIE (T A S LAY (MFP0309) *f48 % % 4%
PrEAT R R HF B R TR E T A FHIN T 4
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 FH 4 Audit report
FHREN T AR R THF, FTFERENGNER T RS T 0915 &AL AR
TERRRBEANZ S, XEAZ B RIRIAICASE 28 B F M P

ICASERA R REALIE AR FHFHRERLAR, FHREG SR KRR A IESE.

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
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organization and keep evidence of signing or submission.
6.7.7.1 HFFHREN, RERREFTRTHOELD, ARZAFNARTELRLE LI RWT
g R AH I

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 W BT A BIER, T EKEIICRFIELAR T LE I A A0 2 EHEA 2
INIEIE F oA EAR & 89 &AL 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 FARIET AT, &A% IKIEA R L —IAIE B B 09 F BAK R BAT GOREAT IR BOAIEF
Mt At £ — IR R BAR R IEAT S ACRAE 09 BN T T A K iR
Before recertification, operation of certified organization’s management system during previous

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.

6.7.8 RAFAREZ A M A FE R IER 7 X, Cause analysis, handling and verifying method of
nonconformity

TAZ KR T ALK T I B RAF 690 69 F 4 R SICASH AL 6974 3L 77 69 AR R 9 3R IF
THF IR 09 B, PR A SR AR AR B 7] P 69 A 2 R B(ICASHE R AR T Ll i % & 0 8
PG M, R L T BT LRI Ik R IR E 2 JE Ao 2 JE R R0 A 20, AT S 09 MR R R X
FOPIEIE R T VALK, AR A0 R AT E & A IR0 IEIE B T AL R, A e BT AR
ik, FHFEE IR 25 RS R R).

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 RH AT L By AR ZFRF—ARENEEKRRGRLR, IRIEHIFEE
BIMAEYE B VAR SR 20 48 BT 3R & Fe IR SR 8915 L. 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 RS BFELRAE. BHRAA S MEACClassification of nonconformity: major
nonconformity, minor nonconformity, observation

a) EERFE: BV RARREERF ARSI AMIAEFROEZR, RAER—ANETFRS

MNR B K FHREANZF R,
R IR/ B R AE BARR R HLAT (RMRTAT) ARG ER, L&
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TE A ZLLR LI T A R Fe g 4 09 3T S AU 89 R . S
B EERIGA T SR T FER EE B RE;
B AZRCASRANLAA L LIRER F/ A eRA X6 LRGSR EEEAER, @it E
B F T IARE;
W AR EH TR R A TIRE R/ 6 EEEI, F A EANEMS T & hn ik
&
E B BHRETEFTCATRINEZEAERR LT,
e A DB, OB RIS ERE
kA — & T IE A S LAY S AL AT R
2048 T 5 B A S AL P 2 JE AR )
NF R ESAML N X 2E
TP RSN 69 L R
2GR R R AR EFA IR RPN TR REE A/ ERAEKRR. T EABLE K 9E74
| A8 k. MR IRIEEREREE YA,

o

3%

ikt Rm TEERAMERN N ZR (FoBARIFLERIZNRLK) o

TiEZRR TERIRAMER 2R,

L Af G TG RAERERILT B S belE, TR EHEAE N L EFTR b4,

BEARYE T o A7 25 B RA A AR ET, BNTF 89 7 o 23 Ja A e/ A% 4 51 A8 [

B AT A8 T T B BN 2R B R e/ B A R

LRFEF AR EL BN

b) BMREER: BASINZI RS NEER P E— A ERNEER, Lk P APITR
1 & &R P 2R,

¢) MEF: MERAAHLRAGIEFIEA LRSS, RETHERFES. ERFAXTESE

EFR,

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;
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®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.
6.7.8.3 R&F4AMe9¥4EF X,: Verification method of nonconformity :

a) °EIRFA:

BHF A RIGER, B EREERMALIS KAWL GRS e 2] JEAE 64 L EAAM), HR
RFBHATH BRIENRELH SR FTERA RFTEZARKRRGIME LA RS LG LT PR
B, FE AL TR R TAZ R TIG A2 B0 A 20 BAT I E,  ELK T A] B ARYE W A% 4
LM iR Mik. REFTHAE S FHBAEY RO (1KAER® RS0 Rk
BHIHZAR) R EHER FKARMLRAERAM A, TIAEARERAIES L, #1KA
T2 RN R R R R o
b) M4
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M RAINEF BIAIERT, R FALT RAESOR A (FIAIERAF AR %62 EF= 2] FE 35669 B TR
ﬁﬁﬁﬁﬁ%ﬁﬁ%%ﬁﬁ)ﬁi@%%i%%i%%&i%ﬁ%%ﬁ%ﬂﬁ,m@%ﬁxﬁ
AR KA BB mAIN, AL B TR TG 2 EREG A RTINS HIA. L
BRI N TR P e, MAMIERAR S FMZRAABERT, LFEAEGHAKELETE
TRFBEFAZTHIN. LI0RA KR LY EHER LA RAIEAM A, TINEARETIFE
BT, ZAAB R EHE AR R AR IERA AL, TIREAREROTIES LR, W
KONEB R R KRR o WEFHN, £FET AR AR EHHETR], AT
A2 T R B AR SR B 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

days; its effectiveness can be verified on-site during the next surveillance audit / re-evaluation.
6.7.9 A5 AR B 2 E 456589 4L 22
ARG ERALL B, ZLEATHFNH, BEBREFPO6 KPifF. #iF. FEF #

SN

® LA RRT WAL AR 69 RAF ST KT AL s R 2 B R A8 B R T AR Rk
#9430
® LR RAR L E MR ALK
Dispute Handling of nonconformity and Corrective measurement
For nonconformity and corrective measurement, when there is a dispute, operate according to
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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 # k4% 4% Terminate audit
ZAEVT RN, FZARL LT, FETRE CGOEFHRE L 7 X, A @lCASHRE:
1) Tz Z AL LR E LS $ A £ KR —2
2) DA FHEHRTEAS, FHEHLERAT, HA:
3) ARFEFHARASLETRGHTIL, 4o

Ak R ERBEA LA FREZTHE A K R AIATEOFT;

Ak R AR BB H BT B RGAAE 89 S B N BEAT 2 5 A AR 5 69 IR B (S £ Ak £ L3 REAT A 7,
kAP E, TE, ARREFZEIT eIERT E7); &

RIE W IF AT E B T IA LA GRAA] 0 S EBIEECGr bk LA RBE AL, AR E L
PR RAF N GRAT G BIETEE R); R

&b ik 3 A S EMSIAIEAR £ ROR AR E B R F6%F 4 (EMSIAIEEA) o

AT FZR B, FAZLE R I T L b F AR B BN LR R D

(MFP0399) ¥, FFRICAS# /G 7 T IEFAZ. BT FHALR, % KK LFZAEL ¥

W EARLLZHTEAR, ThERZLIETAZWRE L < EFZnas2> (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) 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
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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 1z 4% Audit closeout

— BT AL R
— B F AR TR LI CEBRARR T —IN BTSRRI 6 et
Smy, FHAKRAEZEAE “BEEER 2P, TR FAE B T AR A A
J& 7 T AT Z R A R T U BRI BN, SRR
FAEZNBEEAZAAING F T AT - RF AL B A a4
® WREFRFNLEERRARIZ ERER—, A RKRERERIZ & T L~ e
JR By BRTTREBEATR T AR, &7 KRR G2 F L5 wirBR e LRELA £ XEHF;
BT AL B TR R BAT R R BI3ANA
I RA Rk R R A R R AR R 6 H L
BB EAETRE F¥. ZoFH, LHaikihn,
HALTT RE % vl R IL— IR F A B 4969 B
—hBRFEERE, THAKREHADR CEREAZIFE. —HRFEER AT E
HF R R KT AL R AL E. QQF X & it id 4rICAS F A 3f
BT AR K
TAZL A — OB e 5 IR H A P KR W PR AT S AR AT 54T, VAIRW THA
LI F M 4L R — o
® FHAKALBTHARKS LKA T OWERTAHE, FHAKRKLZILGAR
AR 2 ANTAE B A St 2 SB35 520 69 A AP AR AT A PR BEAT BN R ] o 2 E AR R X2
KR FTHERIAKALABAREN LR, FRFAZAMA L FHAKE RRE
B8 Ty R K P 8 R AF A A
® xFUEAERAIAGE S R AR IR W6 FH, AR K AR X0 TR A AR AT
RIFRALAG AN A 5
FHEEN, PRXFERE, FHREVORIREIEBIFHLERGI0OR, HFHA
K55

Closeout of stage 1 audit:

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:
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® 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.
6.8 Ak & & Certification decisions
6.8.1 AIEMR T @LAEI T RAELINIE ¥ KRG DNGEL B« 15 SR ZOAIE A8 IE 3 BT
iAiE, 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 FAIER ZHIA R A LT A9 AR . Certification decision makers shall not be the
personnel who conduct audit.
6.8.3 VEMIRIAGESR A R A IAGEIR ZAT, BT E Fode 2 PR A AR 89 2] A 2] JE 4
Hor AR R RAT G BT REREFHA 005 R AGIE R R A
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.

6.8.4 AIEER F ) RARAE HALE, ILGAIE R E 42 5> ICASP10, For the process and management
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regulations of certification decision, please refer to ICASP10 ‘Certification decision procedure’.
6.9 #%#AEMaintaining certification

6.9.1 3kii )5 49 % B-Surveillance after obtaining the certificate

6.9.1.1 ICASH5 R F M 7 £ ¥ BA R BB EFH #AT I, MBI E BKRTE A AR AR
79 X IR Ao IR A AT MAL. X E BRI 2 R A E KR T #H L, 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, and take into
account changes to its certified client and its management system..

6.9.12 FHFTEEEARN R v RBEE TR 289 7 ik, s TQMS. EMSZOHSMS % 5% 4 v
B ETEREFESRIT R, MANEENE—RBEEFTEEAREPSEZLBARIZANF A&

ZEHEETHFART E—RFHELRA (BEANABHFRFH—K) o # ) I

AR R A EYE A AR R R A L WAL S e, RIEA R T AR KR

SLEF T AE SRR G EFAMR, ERRABRRERLTISAA. EAZH—, AELGEEY
LR B BT 0 R LA B BT AR A R G 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
shall be conducted within 12 months of last audit (and every audit shall be conducted every calender
year). When it’s meeting surveillance audit deadline but evidences shows that the certified
organization is not qualified for surveillance audit, the certified organization shall provide relevant
evidence. Deadline can be extended for surveillance audit, however, it shall not be over 15 months.

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 BHFH IR I «<FHFEY (MFP0394) #iz693R1T. EHRE R, THEE LA
Hey ek, BEHXNEAZTATEOFTELINL, SUREREAMER, FXEFHGTE

o SEB A R B A R, SR A BAE R R, e A RN T 0 F A
— AATER R 89 BT ERSAART] A E e Rk BRI HF MO RIEA R
NG #AT; LHFHIRY/HAL: RSEEE. FEKRR KRNI o 242 1T(QFEIE P Ao 47 E 6
B E BRI R R RS R EPATH, AHAE, EERHEET—AEFFEXE
f AR, EH A R BAG A, JEAE KW AR Y b F &5 . Surveillance audit programme

shall be based on the department, activity and regions concerned in the audit programme (MFP0394),
the audit shall cover all the factors. 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 program shall be prepared by ICAS and surveillance audit time shall obtain
organization’s agreement as well as make it down to the record for CNAS to audit. Surveillance audit
occurred within one certification cycle shall cover all departments, process, activities and areas. Each
surveillance audit shall be conducted on-site where the organization obtained the certificate. The
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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 BEFHARA —AM, BRARRABATFHARTIRGELTHA, o REFF Y
AR AVA LR, FAZ AN Sk E D R AARF56.5.209 %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 B +% Surveillance audit
W B AR 69 L IE IR R 498 I IK 2 de QMS. EMS. OHSMS 2Z Z3# 4547, H ¥k

LR IEAE 6 TAG, T AT QMS. EMS. OHSMS = A 69 % vy, A AATIAIE R K69 1 445 S0k
BRI ZE SR @S TIN A

a) NEALHIM. FTER TE2AFA T8 T8 E5. RR. KRS T EH
AR TZACTE LA 8 AR R IR E AR A R R 28 AR R BATA 89 % h

b) ZIIREHA AT A PRURERZLETHNE X ERTREEIRR N ZRAELET Fo
HAIBAT;

c) RIBLELAR T H4 KB H 4T B 2 &7 4o A A 18I0 8 AKR . R E AR
A RLfE2aEBKR A0 RSN THA FITH A PO RZ &4 80 R X 69 7F
g

d) LT ERET I FHEEENS S5 (EMS % OHSMS # /)

e) Lohdpdn Xk nnfs &ALy (EMS 2 OHSMS # /) ;

f) NIRFAZREEIFTOLERABR TEIRAR LT LIRR . R R BIKAR Kt
EOR S o

g) X BRI Y B RBATIRIE, A LEE FMRF AL,

h) ERARRBEEZNTNTBEREANEY, REFEFSAAAL; LERELTTRR 2.
I¥T. RAERZEFR. F4, WX E R TR,

) 25 RNEZ AR, A8 X 7 F BT R I 3k

j) BRERBARREEBRZT BTGB AGTEI. BIFEA KR, KIEARENFE L
W RS R AT IAE SRR T Bt

k) iE P Fo kR B AL SATIAGE TAE49 5] A AT A B R A& ICAS A8 X M HLZ %,

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

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
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certification requirement.

Surveillance audit shall at least contain the following aspects:

a. 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;

b. 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

c. 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;

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

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

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

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

h. Whether laws and regulations related in management system covering the activities compliance
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 EFTHREN OEMAENGENTHELOERGEELEL, £F P FAZEE I
AEAT F 55 4% KA N IE 09 R AT A R EE I, ﬁﬁﬁ&ﬁ&ﬁﬁﬁ%*%%%ﬁoﬁ%¢ﬁ
RERTLTREFFIAEERG S RE, IR GAAELRAGAR f T FHILER TR

0TI, AHARAE T RFIAIE.

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 dn B IR R R AT RE L RINTHEH K EIZ R0 BB AT he % v A b 69 AL
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B, WEESERE GUHEME. RE. IR % HiF. BU R4 F>  (ICASP1L) XK

AR 2 69 4% 76 ; If 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 WAZPE G v RBE B Ao 28 T B AR B AESE ZF AT — R, RARIIEIE$ A
ok AT = 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.

6922 FHPAENLEBMNENE VAR, Bl THRERAR. BIRAR A wi@frdlR, 5t
AT — AR B R MM AS . 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.

6.9.2.3 L IKR RIKIEMR A AHRAEAAE XL L0, BREFTETARE —NBRF
A, AR F A R Y T F 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
audit.

6.92.4 LKEMIKA. WBRREIKRZGBERRE (wEENLE) AETRLTEN, BIAETH
EHT T 2R % —Hr-F. 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 FAAIEF AZ AT KRR L AT AT — AL B A AF SRR AL R 69 Gy RORE T Lo S ) BAGE W
Aot X B B 3 AT — AR B A R Sy O AE Fe Bl 1 B W AR S 69 TAE R HE. BOAIE W AN
B FAZE ST R R FE IR AR EFAFHRE P F LLIC k. 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 retrival 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 BIAEFAZN B KA 5 56.63% B FHAE,; B a4 TIN5 @IS FH:
a) LA NIFIIE B RA G EANELIRR A B, ABAAIETLE 9440 Xt fe i Tk
b) ZE 69 AT PR FAR A A AU ST AR TR A, AR & ARG R R

¢) B HAKAR [ IR IEL LR B AR E TAR A TR 45 % 7 @ 69 R 2k o

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:
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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 BiAIEHRRBO.8F R B INIERE, A XFHLAN GERHMAE. FRFF T K 4 Hiz.
42 5» (ICASPL1)

FINEFZIREZRFO6.TTRR, R aREANGEETZRE. L—RAHAmL
TAER IO FE N TAF S0 BB Do ] 38 R LA & Ak ) A IAIE e AR AR S F F A% ST
PRAR K T TG 8 FALAZ 8, VARSI BIAGEA) R o T AIAIET P R I R A
%,ﬁ@&m%*i%%i%%iﬁ%%ﬁﬁ%ﬁ,%ﬁﬁﬁﬁﬁ%ﬁﬁ%%ﬁ%ﬁo*

&3 T B3 40140 ) 2 89 4 A 0] SE B A

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
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 AAIEIE N 69 A A, do RAE K ATIAIEIE P 69 40k B B AT R T FOAIEE )t 2
BKAEH; RE, A BAAIEIER AL AR TR T FINEFZ LA™ EARAE67 (Hatik
RS E BT RE WL T B ATAEIE B 69 B ), FAATEIEF 6925k B AT LU 5 ATIAEIE
F oy B GEH LA BAGESRIE B B8 R T BIAER B M.

do R/ L ATIAGEIE B 2 B 21 AT, ICAS R 48 7 R B IAGEF 4 St = € R4 523,89 2
JE o 2] JE R A6 R AL AT INE, W R T ABIAIE, &R 3EKRINEEFH éﬁﬁa‘iﬁf] o

A2 BAAGEIE S BB E, do RINGEMAM AL B RO A A TR AR BARIEE S, 0T AR
FANIE, FMEEVHAT—RE R F A R IIAE. KBRS 69 £ B RF T BA
ek B, LR E AT E—AAIER 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.
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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 iEPAM XBUE WRTERANEEF 6 el L FH§IFAIE. FHIREENF FE
ZREZHXFEL LR, 2ZFTNFTH. £FRIASARERIKR T oAk b AAKRT
MR SRR T T & SR Y FAZN A RZH— A NG F . SEEKRRG TR, B
SR ERAE ey el B, PPIRAIAS B R ARG FTIRGEAY . PR WAL BT IR 69 8 B R L
HHETRILRK. FAZRARLEEFARRNFLE, ZRGHE MR FTEEREH LIE. iE
F5 69 £ 2B IR TGRSR L B B

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 requirement of initial audit plan. 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
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 *F FTHZ T AIGEP 3, 124 BATER LI B M AT, KT ARFERIET KA R
R LAY D) IE A 2 EFE e R AL BATIRE, W R T RAFIAIE, &R A KR IAIEIE 498 2K
B, THHRERAR L GEREE Sk, ZRALAF LA RIERHEFAIERER L T4
Ao ity FOMNEZ RO FHT, ZETHE LR T ZZREH AL,

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 FkIER 5 LA & E R TR € RS0, FELAL R iBimiut), ZiFF
R %k W MR A — B

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 4Fzk % 4 Special audit

6.9.3.1 ¥ KIAJEEE Expanding certification scope
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X F ez F 89hE, ICAS o st #FAE 27 KGAGETE B &9 W H S ATIRF , R X F Ll 209
FHEH, FEZETZEN T IRIERIEA RN EERRGETR RN, MEBEASTTY
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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 32 ATAi 42 ut ) i@ 40 89 % 4% Short-notice audits

T AT AR Xﬁ?ﬁiﬁiﬁﬁ T AT AR BATIE IR R IR AR AR R BT

H A BATHIN, LF0, Z9FF, TAF R ARNBENE (1~2X) @42 R L L
%%%ﬂo@?ﬁkﬁ %T,ﬁm&ﬁmﬁﬂWﬁﬁ%&Lﬁfﬁﬂ B b, JkiEd A

, JLAF R B N B 6 5] R

WP A B RIRF A Y ER e, BB RARREA KX IFI IR R L EHE9ITR, 2E
P atE: LEINERN, @sh L30T, 2RBR IS, 3. kAR L, 43F-0IFR Y
HEATIR B8 FRARZ G A 77 @ BAR X #om; SRS BARR LEHRSG SR, 6.5FF
RIH) P EA5 3609 A 2k o RA 21 BR800 A 2 AT BE LR 3 R /7. LA At FAE X7 T
b0 RBJG, FARIAA L) EH AR L T2 T Ao

For the purpose of investigating the complaints, 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.
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6.9.3.3 NIEZ &R

LR AT L8 AR Aoadbib. JETRE B R AR, TR E FRAAE TR
FAf, BREF AR BRH AT, HIANARGELIRR PR AZEHTHITTEE,
—REAT, IHFHEEAHTHRLAT, WFERAZAG M FHEHAALELTIHRELL
RIEAE Beo XA E B R EMKNE—- B TR L AN, FHARAE CFEKALT. —H#
TR R A E % (MFP0374) » v #mit R L LB HEENFTRLERREY (ER) , &
F3F% AR RARSE — R AR AR G048 X5 ST BRI R AA KT ED T 8,
WAL B ORISR AR R K # % 3 (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.

6.9.34 4w RICAS A IIKIELLL A AT 50HSH L0 2TF 4, Ao ETFHR® Tikik, LR

T T REIMGFRT AL LN, MMRPEEBIRR LT FLT E PR AR A TG R AT

.o ICAS 1t KA E 6945 %o

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

6.9.4.1 ZALTHAL (2 RMRT) of, ICAS i % 47 FKIELL LR 69QMSF= () EMSA= () OHSMS

TAIE F A

a) B P RKIEE EARRF LR B AHER R (@A L) o

b) BEFHAALFER (&S TXHFER) , ERAIZRA TR ZERIE 7R XK
T AR R

¢) FKIEZ S LM ST EH R NEE R (AERH )

d) FIEIER AT R TR T R EHE RN E R

e) HXAELZEHGHFALT, BHEFHIMERI0 RAL;

) RBHL AL A AGEIE 5 Ao IEAT &, B ALY B 0] ) R AT A B

g ARAFMME. F¥. RAUEEZES. BELARMBEEKRRNETRXF KLY,

hy RAEFXRE. FRFTE RALEELERNF, 2RER®EERE;
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k) #HANEREERKRRCEAA XGTEOFTIER . HRIEH RFHEAGEE S F 38 K,
TAHIL I W AL A2 B RHBIE

) KIEE P ZHE KRG T
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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).

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 —MEILT, IMETAEF 1T AZEZOANA , LA ZM IR A RN R 5 ARFIF9RE ;

S R AR IE L R K AL A2 AL 69 B TR A AR o 3 R A 15 89 R AL, TICASFraHta K46 /) HAIETE B
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.
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6.9.4.3 EHIFIAGEH A], FAELA LR 69 F FAK R DAGEIE B & BT k. ICAS 4 sk B A 7% ) 52
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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 RIKIEM LR K AL AL ICASHL R A9 0 IR N A e 2 AR A7 IAGE R 1AL, RA T AIHH X —
89, ICAS 5 #tA HAAIE R4 > A8 B 69 IATE L [ o

a) B P EZHPE P IR(EH);
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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
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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;

6.9.4.6 4w R IR IELL LR A AGETE B A9 23R H L Hu T F M R R AIE R K ICAS B 45 /) AR
RIGETTE, AHRRH R Z KGR S MELE 694 5 5B A &K

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 i 55 3% 3 28 42 sk 5048 AR A GAGE B 69 2 KA0E B 18 4) 5256 4 09 2 HE, VARAARIEIEZ
LR B AR ARG B A BT, S BPAF abAE R AT 51 R IAGE A& 69 T A A

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 FZALAT LA & 37 Kut, ICAS & iE A4 5L K IEZL R A9 4K 2 AR 15« B4 R4 ) 09 1%
Mo

ICAS shall specify the situation of the suspending, withdrawing or reducing of the certified
organization’s system certification if any organization requests.

695 ¥ KieE+ (F18 ) +F AR EFH (RAIAEFH) Scope expanding+(restoring
following suspension)+annual surveillance audit (or recertification audit)

6.9.5.1 FAZHKX] Audit planning
—RFBERZR T REA+T (FIHEREL) +FELEE 2 (RBIAETH) ~ E55,

CEZE RANLYTE R
1) PRI AR TIKIETC B 3 R 8948 5 = s/ IR 5-H X 09342, RS0 1T189F45h, & KL 2R
S/ F. N FEIPF. CEAAFHNZRDIRFL. FREE. NeERF I L5
B FAZ; T EH R TR B AR T MR, FATIR AR N E 5T AR AR A
B89 P EAE A8 TR DL B AT ) A AGEIE B A A EAR & A A R EH SRR AT AT

] AT P EHFH R T Y6, <CFHHE FRAMKIVFRIGE (Jed KIEA
YONEEN BAFREF) XA,
2) WHIRER, BWIATZEER. FAZIKRIER T AL B 8T MR

ICASPO3C %7k 4537 Page 58 of 62



ICAS #4484
L&), H#23685 4 B K F 801%200235

QMS. EMS. OHSMSiAIE%® 225 Tel:+86 21 51114700 Fax: +86 21 54253541
3) WHAXREXNGEZETZIFNERZBE. EBEFSARE, FRNOARALE KFHEFEY
FARIL;

4) WA R 6 GRS TUAN T AL B8 69 45 B BRI 524609 FT RAF A

If ’ scope expanding+(restoring following suspension)+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. For restoring following suspension, 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. ‘audit programme’ shall show types of special audit(such as scope expanding,
scope reducing and restoring following suspension etc.);
2) When planning audit assignments, it shall consider all audit types, audit basis and audit objectives;
3) When planning audit man dayj, 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

6.9.5.2 % #Audit

T RARYE F AL R AT LR RS RIAELE 09362, KA EAedn RIKIEF Hita B,
BFENY KICE 07 SR 5PT I B PTA Gk 301142 B o

THRET, AR IUNT B PN AT AZE RE L, FEREPTFER
B miRAE — AL, HAEF 20 N % RN

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

FNIER ZAR AR KEY KOELR e F 15K I FAZN BT ARG R, F4E&6
L5, RABB IR B AIER T T, ENMEREEILE 5 AR T B MR,
JoFAZ B H ZA, RIERZF IR ZA . AIER T RA LR AL AP AGEIES £
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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
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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 #h %4 Supplementary audit

LARRFAZAS FFA R EMIF R RLFHIALZLINFERD S, F2HTEERILEN
AN RF A, ZF AL EFZBEIY T AR IAEIE AIE 2] JE Ao 2] B 7609 A 2R, Wi
ARIAGE R AR A AN AT RS 5, 0o 8 TR, IR T, b
FIRA R B a2 W A% Ty I BAT 4 1B AFARAN T AR 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 FAEASE R LR IEFE Audit file and organizational records

7.1 WAZBRR L AKFEH RITEK, EFHEERTITHEAK;
The audit team members must generate records of audit and submit it to audit team leader at the end
of the audit.

72 FHAKANRE AR FHLRGTEMN, ZERETIREET, FTRERFENEK
A ZIIEE 2N TAE B AR IMM SR EZAR,; THREIRIREBELRRLBLTZE R
Ja30X.

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

7.3 FIEMLITRE G415
® ik AR KANIE Ja B A FAIE 89 F AL
IANTETR I
I AR,
A 52 A7 B 1A G T8 o
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Records on certified clients shall include the following:
a) application information and initial surveillance and recertification audit report ;
b) certification agreement;
c) justification of the methodology used for sampling;
d) justification for auditor time determination;
e) verification of correction and corrective actions;
f) records of complaints and appeals, and any subsequent correction or corrective actions;
g) committee deliberations and decisions, if applicable;
h) documentation of the certification decisions;
1) 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;
j) related records necessary to establish the credibility of the certification, such as evidence of the
competence of auditors and technical experts.

k) audit programme.
7.4 ARV E T R FTRE, KIETAS AT E 6948 KT Rl AR KR E A TRE, I
ARE LA EM IR A FTARE SRR L TR E NGRS E Lo
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.

7.5 HEEBEARRERLF GLFRIEFAZFY  (ICASPOS) 3L F#ATIEH] o
File management personnel shall control the records according to Record Control Procedure
(ICASPOS).
8 MX# A Relevant Procedures

GAIER T B BRF. TR Hi5. WAL #4#/5> (ICASP1I)

e FiEHAAE>  (ICASPO5)

K. FiF. FULEESY  (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 #8 %X4%3k Relevant Records
a) Witk (MFP038S)
b) IHE (MFP0306)
¢) FHEKFZIANESRFH (MAP0312)
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d) %A% (MFP0394)

e) WHAkiEidsH (MFP0308)

f) FHitx (MFPO311)

g) %43 %k (MFP0312)

h) 4 EH# A& (MFP0313)

i) FRHAEARE (MFP0314)

j)  EEAREZ—HRFEEERZRSE (MFP0373)

k) FEAKZFERE (MFP0O315)

) Zk&EH/E (MFP0316)

m) & P15 8Hikk (MFP0318)

n) #FHE# A (MFP0309)

0) (QMSINIEFHAKR KB FA4RAE> (MAPO315)

p)  CREERRINEFTFHEARELBMFAREY  (MAP0380)

Q) BRI RRAEERR T AR EPLTAFERNY  (MAP038])

1 CEFERMEEELRRFTBRAREKBALFAREY (MAP03T9)
a)Application Form (MFP0388)

b)Quotation (MFP0306)

¢)Management System Certification Contract (MAP0312)
d)Audit Programme (MFP0394)

e)Notice of Assignments of Audit Team (FP0308)

f)Audit Plan (FP0311)

g)Attendance Form (FP0312)

h)Opening meeting Checklist (FP0313)

i)Non-conformance Report (FP0314)

j)Management System First-stage Audit Checklist and Report (FP0373)
k)Management System Audit Report (FP0315)

1)Closing Meeting Checklist (FP0316)

m)Organization Information Conformation Form (MFP0318)
n)Audit Checklist (FP0309)

0)QMS Audit Man day and Charge Standard (MAP0315)

p)Environment Management System Audit Man day and Charge Standard (MAP0380)

q)Occupation Health Safety Management System Audit Man day and Quotation of Charge
Standard (MAPO0381)

r)Medical Device Quality Management System Audit Man day and Charge Standard (MAP0379)
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