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Certification Charge standard and audit days

1 BREKHERE
Purpose and scope of use

IR GEH S 2 A B, VG EW 2R ATy, ORI BT A28, (2RE VIR
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These measures are formulated in order to strengthen the management of
certification organization fees, standardize certification fees, protect the interests of
both parties, and promote the development of certification work.

AIMFEIEH T OMD Bt R BAR RVGIE AR5 VIR S IR ) AR 55U 2

These measures are applicable to the service charges for management system
certification, service certification and product certification carried out by CMD.

2 EXEN
Basic Principles

e B 35T F AT bR R 12 X A TR RE BT . O A AE LR 502 [ 55
BERORMEE R [1999) 1610 53¢ EHEMARINE. RSERERITE, FHx
FAR MR R TS 119991 212 530

Charge items and standards shall be formulated in accordance with the
provisions of the competent authorities of the State. (Product certification see the
State Planning Commission, the State Bureau of Quality and Technical Supervision
Price [1999] No. 1610, Management system certification, service certification see the
State Planning Commission, the State Bureau of Technical Supervision price [1999]
No. 212).

INMERZF TAERE CEZAH) 128 CNAS-CCO1 (& BEAR RUGENLAAA AT ER) |
CNAS-CC02 (7t I FRAIR S IATENUGZEK) « CNAS-CC105 (B 1A 22 6 A% I [H] (QMS .
EMS. OHSMS) ) « CNAS-CC106 {CNAS-CCO1 £ — 08 AR R i A% T N ) CNAS—-CC170

(5 B2 Pk ZYAENUER) o TAF MD9 (il P ScfE 1SO/TEC 17021-1 BT
bR B BRAR R AR (IS0 13485) BN HTY MIALE AT, ZREH 8% LRI
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The workload of certification audit (audit days) shall be carried out in accordance
with CNAS-CCO01 Requirements for Bodies Providing Audit and Certification of
Management Systems, CNAS-CCO02 Requirements for Bodies Certifying Products,
Processes and Services, CNAS-CC105 Determination Audit Time of Management
Systems (QMS, EMS, OHSMS) and CNAS-CC106 The Application of ISO/IEC 17021
for Audits of Integrated Management System, CNAS-CC170 Requirements for
Information Security Management System Certification Bodies, IAF MD9 Application
of ISO/IEC 17021-1 in the Field of Medical Device Quality Management System (ISO
13485), taking into account factors such as the scale of the clients, the degree of
product risk, the language used in the audit, the type and quantity of products, and
the certification results of other certification bodies. The overall fee level is
implemented in accordance with the CCAA ZRXJ (2013) No. 102 Certification Body

Fair Competition norms - Certification Price self-discipline Regulations.

3 X
Definitions

3.1 Hf A% [E]
Audit time

N LA RIIE 58 e B HA R B &/ 7 SR / IR 95 WA IE B A% P 5
BN ] o

Time needed to plan and accomplish a complete and effective audit of the client
organization’s management system/product certification/service certification.
3.2 PR R VAR LI ]

Duration of management system certification audits

B RZINS TRV — 8 70, B4 AT IR BB OR IR 2 L2 1) S it B % 7% 30 B I 1)

Part of audit time spent conducting audit activities from the opening meeting to
the closing meeting.
3.3 HEAH

Audit days
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The duration of an audit day is normally 8 hours, excluding travel time or lunch
break. In planning stage, the number of audit days should not be reduced by
increasing the number of working hours per working day.

3.4 BB

Effective number of personnel

A RMNEEFEIUETEE N L FTAE N (EEN G I NSRRGSR R, &5
NYERIN DD o B TVAEE A RAER A R (e AR A LD R ERE AR R
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The effective number of personnel consists all personnel (permanent, temporary,
and part-time) involved within the scope of certification including those working on
each shift. When included within the scope certification, it shall also include
non-permanent (e.g. contractors) personnel.

STOHSMS, 5 7,45 1] B 5 B ZH 2L (I OHSMS Bk, 7E L 45 N B3z 44U m T
Sk B AR CBL R BIR R AL R B AR N 5 SO e TAEM SRS A A B

For OHSMS, it shall also include personnels from contractors and
subcontractors performing work or work- related activities that under the control or
influence of the organization, that can have impact on the organization’s OH&SMS
performance.
3.5 I35

Temporary sites

= P HGUER IRE I N BEAT R € TAF BRSSO g CHIE B BUELRDD
Hz5 i A e H B T .

Places (physical or virtual) where a client organization performs specific work or
provides a service for a finite period of time and which is not intended to become a
permanent site.

3.6 MUEGSRAE (BULEH] QUS)

Risk category (QMS only)
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For QMS, according to the risk posed by failure of the product or service the
client organization, the risk category is divided into high, medium and low risk.
High-risk activities (e.g., nuclear, medical, pharmaceutical, food, construction)
normally require more audit time. Medium risk activities (e.g., simple manufacturing)
are likely to require the average audit time to carry out an effective audit and low risk
activities less time.

3.7 HEORRERERA (DUEM T EMS)

Complexity category (EMS only)

F TR BRAR R, 2H SR IR 3% 1A P o 00 A0 ™ 0] i R ) A AR AR 5
HE T MR S PR3 PR 3 0 o i A0 7™ EEORE R ) TR A R A B R 3R S A AR 3
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=+ o

.

For EMS, the provisions specified in this document are based on five primary
complexity categories of the nature, number and gravity of the environmental aspect
of an organization that fundamentally affect the audit time.

3.8 ARFEEHEM (& H]T OHSMS)

Complexity Category (OHSMS only)

XFFOHSMS, PA=A BB AR ERAU LA, X LSRR R ARG 2 4 2 o A% )
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For OHSMS, the provisions specified in this document are based on three
primary complexity categories based on the nature, number and severity of the
OHA&S risks of an organization that fundamentally affect the audit time.

3.9 —IRMLE HEAR R

Audit of integrated management system

FE[A] — I TR B HL, AR P AN B DA b B A o DU /B vk, R 2H 24 A P44 28 B S it 1)
% o

An audit of an organization’s management system against two or more sets of
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audit criteria/standards conducted at the same time.
3.10 — AL EHAR R (FHIFRIMS)

Integrated Management System (IMS)

XA 2 07 AT B, DA 2 AN B N E BR RRHEEOR . B —E
AR E ) B A AR BAR R T LR AL R — R AR/ bR L R R
EHARRAGT ARG SR, BT DUt — R R0 B AR R ER MR DA —
WAE AR, AW “EEMEEARR .

A single management system managing multiple aspects of organizational
performance to meet the requirements of more than one management standard, at a
given level of integration. A management system may range from a combined system
adding separate management systems for each set of audit criteria/standard, to an
Integrated Management System, sharing in single system documentation,
management system elements, and responsibilities., sometimes referred to as a
"Consolidated management system".

3. 11 — LR

Level of integration

LB HI . — 18 B AR R SE I RGO 22 D5 T & 3, DA A2 — A DA PR &R
PRAEERARESE . —RALET R B2 BERE AR B8 K AN B DAL S A AR T /B v R SO i
O B AR AE I LS & B8 HAR &R

The level to which an organization uses one single management system to
manage multiple aspects of organizational performance to meet the requirements of
more than one management system standard. Integration relates to the management
system being able to integrate documentation, appropriate management system
elements and responsibilities in relation to two or more sets of audit
criteria/standards.

4 AIEW PR

Certification charge

4.1 P RIAEYRSE

Product certification charge
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= IR S v
Product certification charge standard
FFg W 2 H W bRiE (AL J0) H/IE
No. Charge Items Charge standards (Unit: Yuan) Remarks
) FHR 7% 1000 FIR BIFNESCR
Application fee Initial audit, re- certification
VIS 3000 4 & A H # CMD%E%E@%’*Z}\ El'#kﬁ
2 - ] ) According to the audit day
Initial audit fee 3000xaudit day

specified by CMD

o E SN2 CEIET | BMHTE 2000

) Apply separately 2000

3 Approval and registration | 54k & [FHHE 1000

fee (including certificate | Apply at the same time as the

JNEMEAS &I A, S Bk 200
JL/ B

Additional copy of certificate
is charged at ¥200 /set

fee) management system 1000
e o Z OMD #IL7E 1) B A% A H AT
W A B 3000 X # % A H P QU AR MY BT 13
4 . ) ) According to the audit day
Surveillance Audit fee 3000xaudit day .
specified by CMD
Fd (AEREMMTD BRI
5 Annuity (excluding mark | 2000 From the second year, once a
using fee) year
. o % CMD #i7E 1) A2 H AT
FIESH A 9 3000 X #HiZ A\ H : S
6 According to the audit day

Re-certification audit fee 3000xaudit day o
specified by CMD

s 22 1 5 MU PR UL A SO
FE RN B . .
7 . Charge according to state Collected by the testing
Product testing fee ] o
regulations institution

4.2 EBMER/ M INENERHE

Management system/Service certification charge

EEAAR/RFVIENER AR

Management system/Service certification charge standard

W briE (AL ) .
i YT H . ‘ HIE
Charge standards
No. Charge ltems ) Remarks
(Unit: Yuan)
] FHiT 2% 1000 WIS B
Application fee Initial audit, re- certification
IR & % 3 3000 X FHZAH , -
2 CMD #iL5E 18 4% N\ H $14
Initial audit fee 3000xaudit day & RENFRA BT
HOESEM S (EHEHY) JREEBEIA, Hfkdk 200 T/ E
3 | Approval and registration | 2000 Additional copy of certificate is
fee (including certificate charged at ¥200 /set
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fee)
37 ¥ A% B RS D TR s AZ N H
4 B EH R 3000 X H#Z N H 1 1/2
Surveillance Audit fee 3000xaudit day The on-site audit time is not less
than 1/2 of the initial audit day
N IR YN, BE—IR
Fhr
5 ] 2000 From the second year, once a
Annuity
year
37 ¥ A% B TR AS D TR # A% N H
6 FRUE & 1% 2 3000 X #H# A H () 70%
Re-certification audit fee | 3000xaudit day The on-site audit time is not less
than 70% of the initial audit day.

4.3 BIHEM U
Description of charges
4.3.1 HIET. #HE SN FeNEE T
Application fees, approval and registration fees, and annuities are fixed
fees.
4.3.2 MIRE RS B HE . BUEF L i N H o5
The initial audit fee, Surveillance audit fee and re-certification audit fee shall
be calculated according to the audit days.
4.3.3 WJR. FER S 2 f2 b rh a1 &, UEBEIAS BiE R B YU 200 7T
LA AR AT EI A E ST UE S, M SoR 3 2 AE S A 9%

One set of Chinese and English certificates will be provided free of charge
during the initial and re-certification, copy of certificate or renewal certificate fee
of $200 per set. If the organization requires a certificate in a foreign language, a
translation fee and the cost of the certificate will be charged.

4.3.4 B3l T BT 1] A0 B AR B AT AR U A R T A D& R R, Bk
WATTZEATH CUGEE R 80 COGEPMLY

The payment time and specific amount of various fees can be adjusted
according to the cost and market changes. For details, see the Certification
Contract or Certification Agreement signed by both parties
4.3.5 DI HIZMZZE . 816 % H g 77 &,

Transportation, accommodation expenses for on-site audit shall be borne by
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the applicant.

5 BRI TRIRHE E T ik
Methodology for determining audit time

5.1 HAXHT[A]
Audit time
5. 1.1 Py KA A% ) o A% I 18] A AR B 1% % )7 37 P B BRI 18] CB B RO B LA DD
MY RS TIER A S, DU TR S A 5% N R
LGS MR G S G S ] . EAE SRR RE E. Mk, Bt
A H A2 AN A AL 3h BT 5 R A )

The audit time for all types of audits includes the total time on-site at a
client's location (physical or virtual) and time spent off-site carrying out planning,
document review, interacting with client personnel and report writing. It does not
include the time required for design dossier review, type inspection, premarket
approval review and other similar activities.

5. 1.2 B AR R INUE/ MRS INE I 37 o A% I [R]85 AN B> T [F) 0P 5 11 53 o A%
(] 1) 80%. FW47 o A% I [A) AN 45 58 — B BRAE 30 47 St ) S A o 25 i FH I (] i B 5
U A% B AT R H
The duration of a management system certification/service certification audit

should typically not be less than 80% of the audit time calculated by the contract
review. The on- site audit time does not include the time spent on the document
review performed on- site in the stage 1. This applies to initial, surveillance and
recertification audits.
5.1.3 Jiik (fEiRi@ s o Z A& ) DA K HARAT o o R U8 S AR AR SR
(AN BETH N T R BRAAR R DA UE 5 A% B[]

Travel (on-route or between sites) and any breaks and lunch breaks are not
included in the on-site duration of management system certification audits.

5.2 #BEAB

Audit Day(s)

5.2. 1 fERRIB B, ARCER S IR TAE H AN Bk SN H . 2%
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JE SV XHEBI PG Zh B AT i B o A%, AT BE R AL — A TAE H A agin /N 2.

The number of audit days allocated shall not be reduced at the planning
stages by programming longer hours per working day. Consideration can be made
to allow efficient auditing of shift activities which may require additional hours in a
working day.

5.2.2 fEVFR RS RAFE/N L, BB RN (. K 5.3 M
ZANBHIA® 5. 5 NdHIZAH, 5.2 MHEZNHIME NS MHEZAE) .

If after the calculation, the result is a decimal number, the number of days
should be adjusted to the nearest half day (e.g.: 5.3 audit days becomes 5.5 audit
days, 5.2 audit days becomes 5 audit days).

5.2.3 N T WIRH A R, H R 25 RE B AL AL A B LS A A AR (e 2
ANHAZ 0.5 REJARAERTREA I 1 AN AN H B 1 ADS RS T MR E HAE 1
RIEH, T RGBT REE T 1A RAT AR TR BERL) .

To help ensure the effectiveness of the audit, it is appropriate to also consider
the composition and size of the audit team (e.g. 2 day with 2 auditors may not be
as effective as a one day audit with 1 auditor or 1 audit day with one lead auditor
and one technical expert is more effective than 1 auditor day without the technical
expert).

5.3 ABABHHE
Calculation of the effective number of personnel
5.3. 1 ARNBUE ] ATHE S BRI T R Atl.  E B ONEOT, BAE 5 R
FEHUN AR 43 AT PP e 5, BIBE AR, AT AR A A2 A i Ip A == B 5
FRAALL R E SRR DR e A R B AR AR S R L

The effective number of personnel is used as a basis for the calculation of
audit time of management system. In determining the effective number of
personnel, Considerations for determining the effective number of employees
include part-time personnel and employees partially in scope, those working on
shifts, administrative and all categories of office staff, similar or repetitive

processes and the employment of large numbers of unskilled personnel.
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AT RIEE RO (BASEREsD . B B RRESE)  THRA A
HON UL AR AR 7 2 im0 N O TH SRR

In the case of seasonal operations (e.g. harvesting activities, holiday villages
and hotels, etc.), the calculation of the effective number of personnel shall be
based on the personnel typically present in peak season operations.

Xf - OHSMS, % g it R & A s N B2 T i R AH OC OHS KU 1R oL, AN g 22
M 17 A AR A 2 DX T 2L A% I T

Reductions due to employment of large numbers of unskilled personnel shall
not be made without consideration of the associated OHS risk.

5.3.2 AR AL INFIHUFEPE S LUSON AT LG A ORI, B, BT
FEA RNE I .

The justification to determine the effective number of personnel shall be
available to the client organization and to the Accreditation Body for review during
their assessments and on request from the Accreditation Body.

5.3. 3 SN G A7) AT e A ) Jee £

Part time personnel and employees partially in scope

AR SR AR B /N H, AR 53 R Hi AN 070 AT Ve [ 1) e 52 e DA />
BN B SRR AR AR (A 30 AR AR 4 /NS HIRAN BL, A
T 15 LA GD .

Dependent upon the hours worked, part time personnel numbers and
employees partially in scope may be reduced or increased and converted to an
equivalent number of full-time personnel. (e.g. 30 part time personnel working 4
hours/day equates to 15 full time personnel.)

5.3.4 JulE NARIECE IR

Similar or repetitive process within scope

X QS A1 EMS: 5 N G2 TR e B SR IO 8 N B s SN/ AR (e

Ry 2R, IZik. 86 I gE)  SOVFEIGMT & B RS b N — S0
Beafi b, A AEVE BN RN g . & N D TS, SRR RESD
/ AR RS (2% R I ST A o
For QMS and EMS: When a high percentage of personnel perform certain

A H ] Release date: 09/01/2025 SEfE H 3 Implementation Date:  09/01/2025



CMD-CR-010

Page 11 of 75

activities/positions that are considered repetitive (e.g. cleaners, security, transport,

sales, call centers, etc.) a reduction to the number of personnel which is coherent

and consistently applied on a company to company basis within the scope of

certification is permitted. The methods incorporated for the reduction shall be

documented to include any consideration of the risk of the activities/positions.

X OHSMS::
For OHSMS:

a)

b)

N G A e B N AR AL B 8] B3E 3/ AR, CImisvs . IR 2
W WP RLSE) KDY N G ERER T AR OHS MRS, AT FevRAETR T &
B RN ML N — B R b, D VGRS NN R . AT IZI
SRR RIS, AAEXE S/ AR RS AT 25 &

When a high percentage of personnel perform certain activities/positions
that are considered similar or identical because they expose personnel to
similar OH&S risks (e.g. cleaners, security, sales, call centers, etc.) a
reduction in the number of personnel which is coherent and consistently
applied on a company to company basis within the scope of certification is
permitted. The methods incorporated for the reduction shall be
documented to include any consideration of the risk of the
activities/positions.

DR AR N G ER AT B ARV R /o R 1 o OHS RS R FE P B2 % AR I (i
2R HAE. WAL IR, DS AT RERD HOAZ N [ TR B0 5, A
Fhxr TAEN GR35l / TAERY OHS KU IR PPl o

For groups of workers performing repetitive jobs which can reduce
attention and raise the associated level of OHS risk (e.g. mounting,
assembling, packaging, sorting, etc.), the methods incorporated for
possible reductions shall be documented to include the assessment of the

OHS risk of any activities/positions of workers.

5.3.5 f3IHLE

Shift work employees
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ISR 5 T A% )7 SIS TR AT L, DA 525 7 4 Fi I 2l v Bl 0 8 B A 2 S it e
ARV, ALHE T E R TAER A 2 A1) DR S A EIPER  d i . N 5%
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CMD shall determine the duration and timing of the audit which will best
assess the effective implementation of the management system for the full scope of
the client activities, including the need to audit outside normal working hours and
various shift patterns. This shall be agreed with the client, to ensure that any
variation in audit time does not compromise the effectiveness of audits.

5.3.6 M PEAERAZR N A

Temporary unskilled personnel

A F XA F OLOGE T SRR BRI AL, w] U A R B i i AR RN
SURAE A 2.

This issue normally only applies for organizations with a low level of
technology where temporary unskilled personnel may be employed in considerable
numbers to replace automated processes.

X5 QMS A1 EMS, FERX A O AT LA A BONE . SRR B2 B8 LR A B Y
FIEHEE, XM ARETE KR, ROCREA RN IE S

For QMS and EMS, under these circumstances, a reduction in effective
personnel may be made. Being the consideration of processes more important than
employee number, this reduction is unusual and the justification for doing so shall
be recorded.

XF OHSMS,  J& U _E N g3k A A& 5 BRI i P I I (0l AR 5 OHS XURG:
=Rk FRIRTEILN, AN D B BN, Ml

For OHSMS this reduction is in principle to be regarded as not applicable
since the employment of temporary unskilled personnel can be a source of OH&S
risks. If, in exceptional cases, a reduction is made, the justification for doing so
shall be recorded.

5.4 KR BB AR E %

Methodology for determining the audit time of the management systems
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5.4. 1 XTI EE AR,

For the quality management system:
5.4.1. 1 X HIiF GB/T42061 (RINW]) B GB/T19001 L A [A] iy H1iF GB/T42061 Al
GB/T19001 HJZE T, FIUIAUE B 1% 3 %5 7 A RN B A 23 1) XU SR 2R Dy it ¢ 1
FQUST 3R QMS2 B E i R EAR R E AR RS S, IR AR AR AR %
FEERZR (B QUSD) FERERMH KRR RBAT HEE  BARAEA R KRR RE (IR &V 557
BF, NAREBTESA RN T LB RS, i E B R E I, e st el . 7
it DA B o A% N 8] 25 T o7 A BRAAR SR ) Ll L1 E

For clients who only apply for GB/T42061/ISO13485 (not accredited) or
GB/T19001 (1SO9001) or apply for GB/T42061/ISO13485 and GB/T19001
/1ISO9001 at the same time, the initial certification audit shall be based on effective
number of personnel of clients and the risk category of the organization, and the
starting point of the quality management system audit shall be determined
according to Table QMS1 and Table QMS2. The relevant factors considered in the
relationship between organization distribution and complexity (Figure QMS1) were
also taken into account for adjustment. Where there are mixed business activities
with different risk categories, the effective number of personnel for each activity
should be taken into account, the appropriate time for audit should be determined
and the rationale documented. The audit time of product certification is determined
on the basis of the quality management system.

F QMS1: QMS+P B ABE FZHTE KRR

Table QMS1: QMS+P Relationship between Effective Number of Personnel and Audit Time

P AT
eI I L INE NI INE
N K
WMIERPSR 5 1 MBS 2 B GER 1| A =BAEL TE)

certification Audit days of Initial audit of management | Audit days of Initial audit

types

system certification of product certification
RN (Stage 1+ Stage 2) (Applicable to one
Effective product certification unit)
number of personnel )
GBIT42061 (it | OB/T42061 CRILED) £ Rt
‘ A1 GB/T19001
) 8 GB/T19001 1SO13485 (ot System + Product
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CMD-CR-010
GB/T42061 (not accredited) &
accredited) or 1809001
1SO9001
A B C
0-25 4 5
26-45 5 6
DLE 2 PR
46-65 6 7
See note 2 for
66-85 7 8
instructions
86-125 8 9
126-175 9 10
176-275 10 11
276-425 11 12
426-625 12 13
>626 uﬂt%jﬁ the same applies to above

TE 1. RH A 45 HIIE 6B/T42061/1S013485 (CRIAF) BK GB/T19001/1S09001 #x#EIAIE; B fi HH il
GB/T42061/15013485 (A&INAI) HI GB/T19001/1S09001 FiMFRENIE: C FRTE M R IAEF: Al
b AR BT AR A i E o

Note 1: Ain the table refers to the application for GB/T42061/ISO13485 (not accredited) or

GB/T19001/ISO9001 certification; B refers to the application for GB/T42061/ISO13485 (not
recognized) and GB/T19001/ISO9001 two standard certification; C refers to the application
for medical device product certification on the basis of system certification.

2 fEAAFRIEREA B A E ST 880> SAERT, BL LA A RS IT o], FEAR RVIE R S
BRI T ASERZNNH ;s BRI SRS, RS S R ITIEN 0. 5 HIZ AN H s Rt
W H A% N H A R VIE S AZ I 8] 577 i D S AZ N 8] 73 I o 5 5 v i 1]

Note 2: Apply for medical device product certification on the basis of system certification, take 1

product certification unit as an example, add 1 audit day on the basis of system certification.
If the product certification unit is added, 0.5 audit days will be added for each product unit,
cumulative calculation.

The on-site audit day is the total time after system certification audit time and product
certification audit time are separately calculated.

VE 3: AR i iR AR R AL T W Bt .
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— B HAZ N H AR E S R AR S RN H - G/ NI Aol M B s e A ) AT 3N
EDR 3N YN R

——FIE (B B fR R 3 ) - R N HAE SR AIES R PRI B A2 N H 366l B3 -2 A3 CRAk

ANV AR P2 B . A S ) AL DL H i,

Note 3: Quality management system audit time and fee for standard conversion:

------ Standard conversion during Surveillance audit: the audit day shall be based on the
re-certification audit day of the original certification contract (the total surveillance audit time
of the smallest enterprise shall be no less than 3 days), and the audit fee shall be charged on
this audit day.

------ Recertification (including a separate application for standard conversion): the number of
auditors will increase by 1-2 people per day on the basis of the number of re-certification
auditors of the original certification contract (depending on the size of the enterprise, the
complexity of the product, the distribution of the site, etc.), and the audit fee will be charged
on this audit day.

5. 4. 1.2 HIii 15013485 GIARDD BYE T, HIVCAIEH 25T % /7 A A ZOR AL S A

2T (i VE . HARFIE A% 1) BRI EOR R R, DAR BT ds ik pva L 28

WA IRAESE, DL SRR R RE ) B hiti% SR QMS3 #f 7€ ot B/ B AR o

RIS R AG i, BB H LA AREMEIRIEE R R (- QUST) I8 AR SRR R AT

VAR HAFEAN R XS AR TR Ak 555 BN, RO RIS S A NECT LB &, #

SEIE ELH AL 6], R0 H . OMD SRERIEHAX IR, N2 T o A% 2H A2 % FAD IS 1) R 0 2

JHHZAR 15013485 Jit &8 BAR K2 B AT S A RIE I EE R o H A% [ X Bt [X V2 SRAT

A 5 o A I 5 OIS [ S22 A AT S B, DAANIRIZ D 0 o B B AR SR R A% o 7 R E

[ A I T 22 o R B A AR I SR B E

For clients applying for 1ISO13485 (accredited), the initial certification audit is
based on the effective number of personnel of the clients and the risk category of the
organization (such as the scope of the audit, objectives and specific regulatory
requirements to be audited and other factors, as well as the scope, category and
complexity of the medical device). The starting point of the audit time of the quality
management system was determined according to Table QMS3, and the relevant

factors considered in the relationship between the distribution state of the
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organization and the complexity (Figure QMS1) were adjusted. Where there are
mixed business activities with different levels of risk, the effective number of
personnel for each activity should be taken into account, the appropriate time for
review should be determined and the rationale documented. When CMD plans an
audit, the audit team should be given sufficient time to determine whether the client
organization's 1S0O13485 quality management system complies with relevant
regulatory requirements. The time required to review national or regional regulatory
requirements and file reviews should be additional and reasonable so as not to
reduce the audit of the quality management system. The audit time of product
certification is determined on the basis of the quality management system.
R QMS3: QMS GAT]) +P B A EH R HKIKX R

Table QMS3: QMS (accredited) +P The Relationship Between the

Effective Number of Personnel and the Audit Time

PR IE
IV YN
GE 1A SAER T )
Audit days of Initial

A R VALY HZ A H
3 1B BEE 2 FrBO

Audit days of Initial audit of management

UNTRLES

o audit of product
certification

system certification certification
types
(phase 1+ phase 2) (Applicable to one

product certification

N unit)
. [ IAGIE GB/T19001
the effective ‘ FITSO13485CATT)
number of 15013485 CRART) Integrated R FR+77 0
15013485 g e
personnel . certification of GB/T System + Product
(accredited)
19001 and I1SO
13485 (accredited)
A B C
1-5 3
6-10 4 WLE 3 A
11-15 4.5 B=A%*1. 25 See note 3 for
16-25 5 instructions
26-45 6
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46-65 7
66-85 8
86-125 10
126-175 11
176-275 12
276-425 13
426-625 14
626 w\‘[ﬂ:%m the same applies to above

TE 1. R B AEHIE 15013485 ArdEMIE GARTD 5 B FRIFIIIAIE GB/T19001 AT 15013485 (IAF]) ;
C faAEMR R NEZERE b FP i B2 7 &l S Uk

Note 1: In the table, B refers to the application for ISO 13485 standard certification (accredited); B
refers to the integrated certification of GB/T 19001 and ISO 13485 (accredited); C refers to
the application for medical device product certification based on the management system
certification.

VE 2: iZFREH T 15013485 FRAEIAIE GATT) (sl B 1509001 AREIEELH 17 15013485
FREAIE (EIAT]D & AR QUSD)

Note 2: This table is applicable to the application for ISO13485 standard certification (accredited)
(Table QMS1 is applicable when 1ISO9001 standard certification or 1ISO13485 standard
certification (non-accredited) applied separately).

7E 3: 1S013485 prifEfA RIANUESEAL b G ERIT S0 M AATER,  BA 1A hAE R Ic s, fER
FRVER AL BRI 1 ANS R N H s BRI SoA e TG, AR SR TIE i 0. 5 #HAZ A

H: R Bl N H 9 SR UGIE S AZ IS 18] 5 7 G DGIE A% I 18] 20 T TH 55 B & i
8]

Note 3: For medical device product certification based on 1SO13485 system certification, take 1
product certification unit as an example, add 1 audit day on the basis of system certification.
If the product certification unit is added, 0.5 audit days will be added for each product unit,
cumulative calculation. The on-site audit day is the total time after system certification audit

time and product certification audit time are separately calculated.
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T 4: WA FRHE GB/T19001 A1 18013485 GIARID HIZ ™, IV B A% 2 20 7 AT 2N o
AR ST SR T g Bt 122 [0 QUS3 f 5 o B BRAA AR A A% I ()R 4 s 28 LU AR S
MEREERZR (B QUSD) BRI REERIAT R . A A RS TR Al 555 3

I, RO REIGE SN A BT DB RS, W E A BRI TR, RSB
Note 4: If both GB/T19001 and ISO13485 (accredited) are applied, the initial certification audit

shall be based on the effective number of personnel of the clients and the risk category of

the organization, and the starting point of the quality management system audit shall be

determined in accordance with

Table QMS3. The relevant factors considered in the

relationship between organization distribution and complexity (Figure QMS1) were also

taken into account for adjustment. Where there are mixed business activities with different

levels of risk, the effective number of personnel for each activity should be taken into

account, the appropriate time for review should be determined and the rationale

documented.
20 E2 0
A AL
Eg-Lumun iy BtEiap R o
4 JE RS JEER
W W F T TR
M
]
? A A TR) e B v AR ah
i
id
=
ANEYL T MR Bk
= Ji ”/1 J‘inz
EHMIRE A R
3 PR EiPN
b e R
> — EPERMEREE o+ - —*
B aMs1—EHEESHZE AR
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[Figure QMS 1 - Relationship between Complexity and Audit Time |
|Large Simple Large Complex
[Multi-site | Multi-site |
[Few processes| ‘Many processes.
| Repetitive | |Large scope |
__processes' Umque
é [Small scope |processes
- .
2 Design|
& 'responsible
2 resg
5 [Starting point from
(1]
= | TableQMS1
=
o]
[Few processes| [Many processes|
[Small scope| Design
Repetitive| responsible |
[processes| |Large scope|
[Small Simple| Unique|
|processes
|Small Complex
Client System Complexity
# QMS2—R AR B
1% B R 2 I AR [ e A ET AR, AR A s AT B A EATL A 7E B e S =R A% 1)
RS 2R R
R | P AR ECAR S R A 5 R B KA FF IR R s A M B . AEEFEEA

PRT

Ban, Zah, WML, JEfAT, AEMMEMSHE, SAMNETES), B
TR RBE, BT BAEMRS, i, ZReh (. (el Re
4.

R : | 7 B AR 5 R AT RE SR O F B . Bl LS E AN IR T

AFARE S, WRNHE TEs), RaleELFldh, FeEHl5m,
ZFR, A, READ AR

fERRUKE: | 7 AR AR 55 R A KT e S e 0 Bl . il B4R E AR T
DA REE, M. MRLAREA, AR, DARS. HE TH,
{5 AN 1 .
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Table QMS 2 - Examp-les of Risk Categories

These nisk categories are not definitive, they are examples only that could be used by a
CB when determining the risk category of an audit.

High Risk |

Where failure of the product or service causes economic catastrophe, or puts life at risk.
Examples include but are not limited to:

Food: pharmaceuticals; aircraft; shipbuilding; load bearing components and structures;
complex construction activity; electrical and gas equipment; medical and health
services; fishing; nuclear fuel; chemicals, chemical products and fibres.

Medium Risk

Where failure of the product or service could cause injury or illiness. Examples include
but are not limited to:

®MNon load bearing components and structures; simple construction activities; basic n
metals and fabricated products; non-metallic products; fumiture; optical equipment;
leisure and personal services.

Low Risk

Where failure of the product or service is unlikely to cause injury or iliness. Examples
include but are not limited to:

Textiles and clothing; pulp, paper and paper products; publishing; office services;
education; retailing, hotels and restaurants.

5.4.2 X EMS, HIUCNIEF 5 T2 )7 A RONBORAT b it R 20 2L A 58 R 3R Ak
B BoE. R NS AL EEE EMST R EMS2 ff 5 PR B A B AR 2R A% ]

For EMS, it is appropriate to base audit time on the effective number of
personnel of the organization and the nature, number and gravity of the
environmental aspects of the typical organization in that industry sector. Tables
EMS 1 and EMS 2 provide the framework for the process that should be used for
Audit planning.
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#* EMS1—EHAE. EFEESHEEMNERXR
ERTHIKREZ, F—HBE+E_HBD
A S
RN EANEB 2R RN BINBR B 2N
F F)

AERR: & B | E
1-5 3 25 25 |25 626-875 17 13 10 | 6.5
6-10 35 3 3 3 876-1175 19 15 11 T
11-15 45| 35 3 3 1176-1550 20 16 12 | 7.5
16-25 55|45 | 35 3 1551-2025 21 17 12 8
26-45 7 55 4 3 2026-2675 23 18 13 8.5
46-65 8 & 45| 3.5 2676-3450 25 19 14 9
66-85 9 T 5 3.5 3451-4350 27 20 15 10
86-125 11 8 55 4 4351-5450 28 21 16 11
126-175 12 9 6 4.5 5451-6800 30 23 17 12
176-275 13 10 7 5 6801-8500 32 25 19 13
276-425 15 11 8 55 8501-10700 34 27 20 14

426-625 16 12 9 6 >10700 AR | s i

sTable EMS 1 — Relationship between Effective Number of Personnels
Complexity and Audit Time
(Initial Audit only- Stage 1 + Stage 2) |
|

Effective Audit Time Effective —
Number of Stage 1 + Stage 2 Number of Stage f:cg:a-g;nge (days)
Personnel (days) Personnel
High||[Med||[Low]|| [Lim High| [[Med]| | [Low]| | [Lim
1-5 3 25]|[25][[2.5 626-875 17 13 10 6.5
6-10 35 3 3 3 876-1175 19 15 11 7
11-15 451356 3 3 1176-1550 120 16 12 75
16-25 55| 45]][35 3 16551-2025 21 17 12 ]
12645 | 7 5.5 4| 3 2026-2675 23 18 13 85
46-65 8 [§] 4 5] [ [35] | [2676-3450 25 19 14 ]
B6-85 9 7 5 3.5]] 134514350 27 20 15 10
86-125 11 8l 55| |4 4351-5450] | |28 2 16 11
126-175 12 |9 6] [[4.5]] 5451-6800 | |30 23 17 12|
176-275 13 10 7 5 6801-8500 32 25 19 13
276-425 15 11 8 5.5| |[8501-10700 34 27 20 14
426-625 16 12 9 [§] =10700 Follow progression above
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Table EMS 2 - Examples of Linkage between Business Sectors and
Complexity Categories of Environmental Aspects

Complexity| Business Sector
| Category |

[High| — mining and quarrying
— oil and gas extraction
— tanning of textiles and clothing

— pulping part of paper manufacturing, including paper recycling
processing

— oil refining
— chemicals and pharmaceuticals
— primary productions — metals

— non-metallics processing and products covering ceramics and
cement

— coal-based electricity generation
— civil construction and demaolition

— hazardous and non-hazardous waste processing, e.g.
incineration, etc.

|~ effiuent and sewerage processing

[Medium| — fishing/farming/forestry
— textiles and clothing except for tanning

— manufacturing of boards, treatment/impregnation of wood and
wooden products

®— paper production and printing, excluding pulping 3

— non-metallics processing and products covering glass, clay, lime,
etc.

— surface and other chemically-based treatment for metal fabricated
products, excluding primary production

— surface and other chemically-based treatment for general
mechanical engineering

— production of bare printed circuit boards for electronics industry

— manufacturing of transport equipment — road, rail, air, ships
— non-coal-based electricity generation and distribution

— gas production, storage and distribution (note: extraction is
graded high)

— water abstraction, purification and distribution, including river
management (nofe: commercial effluent treatment is graded as
high)

— fossil fuel wholesale and retail
— food and tobacco processing
— transport and distribution by sea, air, land

— commercial estate agency, estate management, industrial
cleaning, hygiene cleaning, dry cleaning normally part of general
business services

— recycling, composting, landfill (of non-hazardous waste)
— technical testing and laboratories
— healthcare/hospitals/veterinary

— leisure services and personal services, excluding
hotels/restaurants

KA H 3 Release date: 09/01/2025 St H 3] Implementation Date:  09/01/2025
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[Low| |= hotels/restaurants

|— wood and wooden products, excluding manufacturing of boards
treatment and impregnation of wood

|\— paper products, excluding printing, pulping, and paper making

|— rubber and plastic injection moulding, forming and assembly,
excluding manufacturing of rubber and plastic raw materials that
are part of chemicals

[= hot and cold forming and metal fabrication, excluding surface |
treatment and other chemical-based treatments and primary
production

— general mechanical engineering assembly, excluding surface
treatment and other chemical-based treatments

— wholesale and retail

— electrical and electronic equipment assembly, excluding
manufacturing of bare printed circuit boards

Limited| — corporate activities and management, HQ and management of
holding companies

— transport and distribution management services with no actual
fleet to manage

— telecommunications

— general business services, except commercial estate agency,
estate management, industnal cleaning, hygiene cleaning, dry
cleaning

— education services

[Special| — nuclear
[Cases]| — nuclear electricity generation

— storage of large quantities of hazardous material
— public administration

— local authorities

— organizations with environmental sensitive products or services,
financial institutions

HRERPERER
AR SCA AR 48 £ 2R 34 55 ERL 2% 1 1 AN ™ S AR R s T L o EE 0] o A ] AR
AR RS AR R, Wk ARSI IE. XAMERE:
o H—HEHNZMMRETEREELN (ARNE: AHFEREFERY
M) 4 A P El N TR 4D,
o Hh—HGREMMREEREDE (BUKNE.: FERBHREFERY

Wa) B A = R A1 23D

o R—AERNERS ™ EREZR (BYKNE: LT RAFEEARHEER
FRCIALIZ);

o AR—ABRERMMREEREFR (AENH: HPAEFEEH A
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o IEBR——EFLERIP BT EE T RINRRE L&
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Complexity Categories of Environmental Aspects
The provisions specified in this document are based on five primary
complexity categories of the nature and gravity of the environmental aspects
of an organization that fundamentally affect the audit time. These are:
High — environmental aspects with significant nature and gravity (typically
manufacturing or processing type organizations with significant impacts in
several of the environmental aspects);
Medium — environmental aspects with medium nature and gravity (typically
manufacturing organizations with significant impacts in some of the
environmental aspects);
Low - environmental aspects with low nature and gravity (typically
organizations of an assembly type environment with few significant aspects);
Limited — environmental aspects with limited nature and gravity (typically
organizations of an office type environment);
Special — these require additional and unique consideration at the audit
planning stage.
5. 4.3 T OHSMS, HIURIAUE o A% J: T2 7 I SN BORAT Mk rp i R ZH 2K OHS XU
PRI B3R R Sk 4 SR OHSMST 5% OHSMS2 fiff i MR Ak J3 2 4 B Ak & i
1IN 8]

For OHSMS, it is appropriate to base audit time on the effective number of
personnel of the organization and nature, number and severity of the OH&S risks
of the typical organization in that industry sector. Tables OH&SMS 1 and OH&SMS

2 provide a framework for the process that should be used for planning.
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% OHSMS1——OHSMS £ A ¥ . OHS R EAEE 5SHER AKX ER
WUERTFoIREE, B—B+E _NED

HERE 1R BERE 1B

HAAR +E2H B (X AR +E2HB (R)
fih A iv i H {38

1-5 3 2.5 2.5 626-875 17 13 10
6-10 3.5 3 3 876-1175 19 15 11
11-15 4.5 35 3 1176-1550 20 16 12
16-25 5.5 45 3.5 1551-2025 21 173 12
26-45 7 5.5 4 2026-2675 23 18 13
46-65 8 6 4.5 2676-3450 25 19 14
66-85 2, 7 5 3451-4350 27 20 15
86-125 1 8 5.5 4351-5450 28 21 16
126-175 12 9 6 5451-6800 30 23 17
176-275 13 10 7 6801-8500 32 25 19
276-425 15 11 8 8501-10700 34 27 20
426-625 16 12 9 >10700 GG b i i

Relationship between Effective Number of Personnel,

Complexity Category of OH&S Risk and Audit Time
(Initial Audit only — Stage 1 + Stage 2)

Table OH&SMS 1 — Occupational Health and Safety Management Systems

Effective Audit Time Effective Audit Time
Number of | stage 1 + Stage 2 | Number of | stage 1 + Stage 2
Personnel {day‘s] Personnel {ﬂa.:fS:l
'High| [[Med || Low High| | Med |[|Low
1-9 ] 25] |25] |[626-875 17 13 10
6-10 3.5 3 3 876-1175 19 12 |11
| 11-15 45 39| [|3] 1176-1550| |20 16 12|
16-25| 0.9 45 [[3.5 1551-2025] |[21 7] (12
26-45 7 2.9 (|4 2026-2675| |23 18] |13
46-65 8 6 4.5 2676-3450| |25 19 14
66-85 9 |7 ] 34514350 ||27 20 13
86-125 11 5] 0.0 43515450 |28 21 16
126-175 12 9 6 2451-6800| (30 23 17
| 176-275 13 10| |7 52801-8500 | |32 |25 19
| 276-425 15 11 a8 Sa01-10700 | 34 27 |20
426-625 16 12| (9 >10700 Follow progression
above

A H Y Release date: 09/01/2025

St 5 1) Implementation Date: 09/01/2025




CMD-CR-010 Page 27 of 75

% OHSMS 2— %5255 OHS A 218 B KR Bk A il

OHS R E 2472 3% 25
BERR

]

it GEE. i RNE KR

= o)

ARSI P S S

FMAIRIRS IR

B K 7 ) o (4

o 1 S AR Y e fa,

Ask A PRI AR A PR A, AR AR B A T R R
b2 CRAE R A, Eith RIS B #)iE ), &
PRI 4 i

FIRE A=, fEER SRS

e BRI EE

%

T EY R

wEEE, BEL, KE, Bk, AEOSEEEEN LIRSS
& Bg A

P AR A D 42 TR i i

S B SRy i FneH 2

AR (BRFiREh T RE S 2 R

ik Tl

REI

il 1 B U E

(o] iz 1 e A 420

A HEAEHG AR, FlamsEihsE

V5K

Dbl R s ik (BfFKBEfTifledmahfs2as)
B

A EERY S GEiLRHL, KL

& B ah/ Al s

T/ Ep /R 4 T AE

KFRFREE (TESFOKHSE RS, EIRfCErRE Y RIzhe)
T ORI I A s s R )

gl /Fholl (B F i Bh T fE 2 & RS

B, PORMRIEE I T

g SR ER S, BT ke

BRSBTS

Ml A RIAH] &, EAEEE AN, AE/ A
AEARAACH] &, AR

WEWE, BE, MtrirsEn TR
AR DR SR

£ Bl g

(4 BYIZLAE F= I — RV R A0 4 B N 1= & i 3 A H k2
AbFE (BT ACBE AR R ~F, RS & AU

e FAT sl AE 7 R B AR

G RTER T YE, gAY flH A

B A T 2

KA H 3 Release date: 09/01/2025 St H 3] Implementation Date:  09/01/2025



CMD-CR-010 Page 28 of 75

OHS R E k72 Mk 552K 5
BERE

IEET A i R L - AR, SENEET (AR TR,
Al FER AR

(EFEREND [, HEAE, #Hif

UK, SbF4prme, EIRREE (EEmbs KA BT e R
LA R TS (BT EURla SR, ol g2 & R
mEERE (Tie, Bz, #iE2)

— i EE AR (M. FiE. KiE)

BE R AR S A B DalkiE . DAEVE. T

B AR FAE AR F A RARITR (R HER, 7TaEEE A
). HANLRS SR E

RS, PRBH AR %5 A ABR 55 A E

HERS (M THEeEFEshnt 5, nlae R RS sl R )
NRITESHFIE B, BRI AR pEE

itk MES (RBTr-M, "R R, W, e

B olkiEds . PATER . TrefuE &S LA — AEr I iR 55
BRI - THEAARS, B SERRRIAREN/ ENEH

LFEHRS (HREARSRA, WRERPRAED

B 5 R DR 45

HIHNEE

kPO, e

HERZEMACRFEHR RS E

OAIEITEL HOFEUM

SRLE, TEAE

TABLE OH&SMS 2 - Examples of Linkage between Business Sectors and
‘Complexity Categories of OH&S Risks

Complexity S : :
category of Business Sector
_OH&S risk

fishing {offshore, coastal dredging and diving)

mining and quarrying

manufacture of coke and refined petroleum products

oil and gas extraction

tanning of leather and leather products

dyeing of textiles and clothing

pulping part of paper manufacturing including paper recycling
processing

oil refining

+ chemicals (including pesticides, fabrication of batteries and
accumulators), and pharmaceuticals

manufacturing of fibreglass

gas production, storage and distribution

electricity generation and distribution

nuclear

storage of large quantities of hazardous material

non-metallic processing and products covering ceramics, concrete,
cement, lime, plaster, etc.

primary productions of metals

hot and cold forming and metal fabrication

manufacturing and assembly of metal structures

shipyards (depending on the activities could be medium)
aerospace industry

automotive industry

manufacturing of weapons and explosives

recycling of hazardous waste

hazardous and non-hazardous waste processing e.g. incineration etc. |
effluent and sewerage processing

industrial and civil construction and demolition (including building
completion with electrical, hydraulic and air conditioning installation
activities)

slaughter houses

transport and distribution of dangerous goods (by land, air and water)
defence activities/crisis management
healthcare/hospitals/vetennary/social works

'High

- - * & = = * @
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» aquaculture (breeding, rearing, and harvesting of plants and animals in
all types of water environments)
Wedium! | ® fishing (offshore fishing is high)
I | » farming/forestry (depending on the activities could be high)
+ food, beverage and tobacco — processing
e textiles and clothing except for dyeing
¢ leather and leather product except for tanning
« manufacturing of wood and wooden products including manufacturing
of boards, treatment/impregnation of wood
» paper production and paper products excluding pulping
+ non-metallic processing and products covenng glass, ceramics, clay,
etc.
¢ general mechanical engineerning assembly
« manufacturing of metallic products
¢ surface and other chemically based treatment for metal fabricated
products excluding primary production and for general mechanical
engineering (depending on the treatment and the size of the
component could be high)
» production of bare printed circuit boards for electronics industry
» rubber and plastic injection moulding, forming and assembly
» electrical and electronic equipment assembly
» manufacturing of transport equipment and their repairs - road, rail and
air (depending on the size of the equipment, could be high)
¢ recycling, composting, landfill (of non-hazardous waste)
« water abstraction, purification and distribution including river
management (note commercial effluent treatment is graded as high)
¢ fossil fuel whelesale and retail (depending on the amount of fuel, could
be high)
« transport of passengers (by air, land and sea)
¢ transport and distribution of non-dangerous goods (by land, air and
water)
¢ industrial cleaning, hygiene cleaning, dry cleaning normally part of
general business services
« research & development in natural and technical sciences (depending
on the business sector could be high). Technical testing and
laborateries
¢ hotels, leisure services and personal services excludes restaurants
¢ education services (depending on the object of teaching activities could |
be high or low)
[» | corporate activities and management, HQ and management of holding |
| companies
S » || wholesale and retail (depending on the product, could be medium or
sl |high, e_g. fuel) .
'« general business services except industrial cleaning, hygiene cleaning,
dry cleaning and education services).
¢ transport and distnbution - management services with no actual fleet to
manage
« engineering services (could be madium depending on type of services)
¢ telecommunications and post office services
« restaurants and campings
* commercial estate agency, estate management
« research & development on social sciences and humanities
¢ public administration, local authorties
« financial institutions, advertising agency
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OHS K E M EEAER
A B SR K E AR YE OHS KSR =N E B AT LAY, XA T
MARA b B2mi 2 238 #20 (8] i) OHS KU (1 1 R F ™ AR . X =FpE AU
o T ALY OHS R B A EAEEM™EMYE: GHEWREFNL, FEAHED
TRIAL);
o FXG——OHS K BEEFEREMTENE GEYEE —SHAREHELY
mlliE 2R ). F
o EX——OHS K[ R A RSREMEN GRERETHAZEMAL).

Complexity Categories of OHS Risks

The provisions specified in this document are based on three primary complexity

categories of OH&S risks based on the nature and severity of the OH&S risks of

an organization that fundamentally affect the auditor time. These are:

High — OH&S risks with significant nature and severity (typically the construction

industry, heavy manufacturing or processing type organizations),

Medium — OH&S risks with medium nature and severity (typically light

manufacturing organizations with some significant risks), and

Low — OH&S risks with low nature and severity (typically office based

organizations).
5.4.4 LiRZE QMS1. 3K EMS1. 3K OHSMSI " NHUWL i 224841y, QUST A AL
2026-10700 B F% I [a) B A4 I, CNAS—-CC105 FFF A fJ QUST R 4iiiR (££ CNAS-CC105 Fft
A 9 QUST R H LA B3 1 AHD 5 QUS3 1 1S09001 #r v A 2% N\ %t
626-10700 B K% I ] EL 44 I CNAS-CC105 P A FJ QUST Feftiid, 1S013485 FriteA 2L
NH626-10700 B AZIN [H) AR L TAF MD9 Fff 5 D i€ D. 1 #iik, %R AEG#E 10700
NI B o A% TR A B b e, RIF—2.

The number of persons in the above tables QMS1, EMS1 and OHSMS1 shall
be regarded as continuously changing. The audit time is specifically described in
the QMS1 table in Annex A of CNAS-CC105 (1 audit day is added on the basis of
the corresponding audit day in QMS1 table in Annex A of CNAS-CC105). The
audit time of 1S09001 effective number of personnel 626-10700 in QMS3 is
described in Table QMS1 of Annex A of CNAS-CC105, and the audit time of
626-10700 effective number of personnel of ISO13485 is described in Table D.1
of Annex D of IAF MD9. The audit time of each table with more than 10,700
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persons shall follow the progressive rule of the above table and be consistent.
5.4.5 XT EMS, JEARFTA R EAT I SVER S A T AR R B SR AR 2R . fE- S [
B M R AL TR, R e OV R R SR I 2 e iZ H LA BARTE B, R e
AP I H LN BAR B AR RTINS, NAC kB a8 “HpPR RN MR
P BARNE O b, & BRA RS A 2R B AL N (]

For EMS, not all industry-specific organizations will be at the same level of

complexity. When the contract review determines the timing of the review, the
specific activities of the organization are considered in determining the type of
complexity of the organization, and the reasons should be documented when the
organization in a particular industry is classified as a lower type of complexity. In
case of "special complexity", the management system audit time should be
reasonably adjusted according to the specific situation.
5.4.6 X OHSMS, FHAEFTARrE AT\ H L2 4 T A0 [F] (¥ OHS UK AL . 7E4 A
PEH B E AL [, 7ERA E 2143 OHS JRUR: B2 2% A 2 R T I 2 B 1z L A ) BLARTE 30,
24 BT AT M A I 2 OHS RS 52 A R 2RI, Do B o DA I ff i€ OHS
DA (/) 5 R8P AR mT e 2% 8 5 OHSMS 42 i) JXURS: 2% 24 1) i SRAH 0%

For OHSMS, not all industry-specific organizations will be at the same type of
OH&S risk. When the contract review determines the timing of the audit, the
specific activities of the organization are considered in determining the type of
complexity of the OHS risk of the organization, and the reasons should be
documented when reducing the type of complexity of the OHS risk of the
organization in a particular industry. Where necessary, determining the complexity
of OH&S risk may also be considered in relation to the consequences of failure of

OHSMS control risk.

E: AHOHSK B & 48 F B2 E A 7] gk 5OHSMSH= H FKUF& & Wy 5 R A

e
B— AR E AR TS ARG RS R E R
b R EEARTHL SR GERER: A

E—REEEXRTURFHEMGEFRER.
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Note: The complexity category of OH&S risk of an organization may also be associated
with the consequences of a failure of the OH&SMS to control the risk:

» High — where failure to manage the risk could put life at risk or result in serious
injury or iliness,

» Medium — where failure to manage the risk could result in injury or iliness, and
» Low —where failure to manage the risk may result in minor injury or illness.

5.4.7 HEAFIVEEI;, i EiRK QUST. % QUS3. # EMS1. 2 OHSMS1 rHiLldi 4%
2 A RO B E R B AN TR, AR DT S AR T AR G A SRS IR 1%
A ER R R T — X ek o o A I ) A G N i > B, AR T PR 30 R i
B AZ N [A) EAT R . RO A 5 B AN ) CELIE S AZ IS () B3 IR . B RIS
(1) B A A i/ N DR AN BE R o A A R o F AN ) B 7 T L 5 L,
378 15 AR I R) 2 A B o A B 2 AR BIE Y AR AR

During contract review, the benchmark audit time shall be determined
according to the effective number of personnel of the client to be audited in table
QMS1, Table QMS3, Table EMS1 and Table OHSMS1 as the starting point for
calculating the audit time, and then an increase or decrease of the benchmark
audit time shall be assigned according to each important factor of the client. The
benchmark audit time is adjusted according to these factors. The basis for
determining the audit time (including the adjustment of the audit time) shall be
documented. Any reduction in audit time should ensure that the effectiveness of
the audit is not affected. Audit time should cover all business areas, including
audits outside normal working hours or in and out of shift work patterns.

X QMS A EMS, 57 it BUIR S5 Y SR A BIBEE AT I, N BE IR ) AR
FEH R TR BEIR 56 BRI AE B S 28 7 BT IR S B0 R AN BRI IR Ko 9 1 HiA%
RS, /X A — AN PERHAT H A% . i RAS HABPE R (e FREeAE IR TAE
I Ta) 2 AMRIBIE) BEAT H A%, DU REIE SRR B

For QMS and EMS, where the implementation of a product or service is run in
shifts, the degree of audit that should be conducted for each shift depends on the
process completed for each shift and the level of control demonstrated by the client
for each shift. Audit at least one of these shifts in order to audit effective
implementation. If other shifts (e.g., those outside normal working hours) are not

audited, the reasons for doing so should be recorded.
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X1 OHSMS, 5 7= i B 5% SE I R 2 B HEZ AT B, DUEATLRA R BRI 1 A% AR
FERL TR E IR FE, X 2 FR 06204 B8 I A B Y OHS KU, AR 2% 7 IE S
RN BEIR IR KT o O T BRI R, 258 — MUIERA A, RIZ /DX IR
H TP IR) P ) — AN BECORIE 5 75 23 B 18] DASM 1 — AN PR R AT B 4% o 6F T J5 48 3 14
B A%, PTARYE AL OHSMS Y R TR iE A2 700 58 NIRRT o . A5 AT e,
FRUUHEIR 8 A2 AR I (8] DATE 8 % LA 0 A 2 35 AR B IS AN d A% 38 BRI R XU
RS AN B AL AN PRI E 43

For OHSMS, where the product or service realization process is run in shifts,
The degree to which the certification body audits each shift depends on the
processes that each shift is engaged in, which must take into account their
associated OH&S risks and the level of control that the client has demonstrated
over each shift. For the effective implementation of the audit, at least one shift
during normal office hours and one shift outside normal office hours should be
audited during the first certification cycle. For surveillance audits of subsequent
cycles, a second shift may be audited based on the maturity of the organization's
OH&SMS. If possible, it is recommended that the audit start time be delayed to
cover two shifts within the audit working day. To consider the risk of not reviewing
the second shift, a valid reason for not reviewing the second shift should be

documented.

5.4.8 FEAEH L3k BIZRH & & FAR R AT I AN, AR TR NS ST Hi A% G, L5 B
BOR B 1) TAERS ]

When using the above chart to determine the duration of management
system audits, the working hours of trainee auditors, observers or technical
experts should not be taken into account.

5.4.9 fE— A E AR R T, WOREE . Fi/ B b — A AN BAR R bR e
FRVEINAERS ,  SRA) o A% N 8] Ik 2% R 1 25 a7 A2 R0 oA 8 B R AR TE A
E B2

In an integrated management system, if one or more management system
standard/specification certifications are suspended, reduced or revoked, the timing
of the audit should be planned with consideration to investigating the resulting

impact on other management system standard/specification certifications.
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5.4.10 FEXTE QUS1. £ EMS1 A1 OHSMS1 Fif 318 4K 2w A% I 18] BEAT VA 4RI, 6k
SN 30%, X QUS3 FrFiE HAR & AL (Bl BEAT AR, 1S09001 ARiERS
LN H k> S AR 30%, 15013485 FRifExd i A H s/ &AM 20% .

When adjusting the management system audit time listed in Table QMS1,
Table EMS1 and Table OHSMS1, the reduction shall not exceed 30%; when
adjusting the management system audit time listed in table QMS3, the reduction of
the corresponding audit days of ISO9001 standard shall not exceed 30%. The
1IS013485 standard should not reduce the number of audit days by more than 20%.

5.4.11 XEMARISTEEZ NG, HLERERS R Mids
PR E Y, JF RO A2 CNAS-CCL1 (AT LR E BA R % S5IAE) T HUE .

In cases where the operation of the management system covers multiple sites,
it is necessary to determine whether sampling is allowed. The reasons for
sampling should be recorded and should meet the requirements of
CNAS-CC11(IAF MD1) The audit and certification of a management system
operated by a Multi-Sites organizations.

A0SR ANE HIE 75 BRERAIE RS 7 R I I 37 S (B HL 7 S IR 5%, 1% MmN 37 P 2 e 9 N
7% Imi s pre] DO BORR I H S 3B, BT LR BUNI RSS2 2388 . NG
5% S AT AR I BIAR RIBAT R O QMS 7 i 550k 25 4 HE R ) R K
Xt EMS SRR 2R sz 4zl g 2. % OHSMS 5 OHS RUSHE G R M0 » iR 1Z A
I8 At 14 225 SRR 78 A 75 7 U7 I 1K L1 B 37 B DA S S RE RS T S A

If a certification applicant or a certified client provides its products or services
in a temporary site, that temporary site shall be incorporated into the audit
programs. Temporary sites could range from major project management sites to
minor service/installation sites. The need to visit such sites and the extent of
sampling should be based on an evaluation of the risk of operational failure of the
management system associated with the client's operation (Failure of control for
product or service output of QMS, failure of control for environmental factors and
effects of EMS, failure of OHS risk control for OHSMS) , and determine based on

the results of this risk assessment.
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XFQMSAIEMS , Fr it BRIl i 37 e A EARGR 2 7 BUAAEVE LS BE 0 75 SRATAS A il
FHNEH, JFOE & TIESIRBAIZEAY BT b I H AN R B PR 5 PR 5
eV 20R

For QMS and EMS, the sample of sites selected should represent the range
of the client’s scope of certification, competency needs and service variations
having given consideration to sizes and types of activities, and the various stages
of projects in progress and associated environmental aspects and impacts.

Xf 1+ OHSMS AIEZR o5 2 NI TG L, B3k T 5 & S A F2 1 PR BUAH G 1 OHS X
SRR LIPS, B RS B N I EE N S Fn] S e, BIAE— N 55 o3z B 24
(I A B SR 72 i, R NE RN I TS5 TE B (BOR . & (8 FRIAE i i)
SERAT R R AR, as) 2z . Pk B Im i R A B AR A
UEVG ] W& A AR AR AN ST | BT K R fa s AE 5¢ OHS UK 2R 2 L DL R 3 H sk
ITHRIANFERT B @l ST ERBE AL AR VS S A K ) OHS MR & R, #53—Ik
UENUAAE . BRI BE . S G vh MR FA 8 T 55 5 i D) 3R 58 2 75 0 T A
B39 BT 26 AR AT HAE

For OHSMS, the sites included in sampling should represent the client’s
scope of certification, sizes and types of activities and processes, type of hazards
involved and associated OHS risks, and stages of projects in progress, even if
one site has similar processes or manufactures similar products to other sites.
The differences between the business activities of each site (technology,
equipment, amount of hazardous materials used and stored, working
environment, premises, etc.) should also be taken into account. The sample of
temporary sites selected should be representative of the scope of client
certification, the size and type of activities and processes, the type of hazard
related OHS risk involved, and the different stages of the project. Factors such as
OHS risks associated with external executive functions and process activities,
contractual agreements, certification by another certification body, internal audit
systems, accident statistics and near missed statistics are used to determine

whether all outsourcing sites must be sampled.
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5.4.12 RF ML IRBEAMNIE AR, B — DA P At S BUIRSS
CMD N1 % 25 7 R A0, 5 Bk FH i 2 ) 5 SR Ve e, AR DR A M S A R e ANt
AT E AR RARAE (RN R P R SR At S A% 7 AR ST I RE ST
BRI LIS R 2 /4 3L OHS JRU:,  JF & e R iR ERTT D 7= AR T 52
il o

If an organization outsources part of its functions or processes, it is the
responsibility of CMD to obtain evidence that the organization has effectively
determined the type and extent of controls to be applied in order to ensure that the
externally provided functions or processes do not adversely affect the
effectiveness of the MS, including the organization’s ability to consistently deliver
conforming products and services to its clients or to control its environmental
aspects or to control its OH&S risks, and commitments to comply with legal
requirements.

XFQMSHEMS, CMDR A AT S S HE 5 S H 1A < HARSSAT B3 Al
AEERTTT, I v AR R 7 A R AT B S AT AR R, 1 X % A
AR R A R RIRE . B, WM T AT R, BRI A PR RV Y A
XN E RS, w0 E IR AR A R A S PATIXEE SN WEED, IR R EK
FORZAL T R BRAR R o L A i B0 7 A (1]

For QMS and EMS, CMD will audit and evaluate the effectiveness of the
client's management system in managing any supplied activity and the risk this
poses to the delivery of objectives, client and conformity requirements. This may
include gathering feedback on the level of effectiveness from suppliers. However,
auditing the supplier’'s management system is not required, considering that it is
included in the scope of the organization’s management system only the control of
the supplied activity, and not the performance of the activity itself. From this
understanding of risk any additional audit time shall be determined.

X OHSMS, CMD R EGEZ F ) OHSMS J& 773 5 X L7 flr /NG 3l ORE 53—
MNHLEAH OHSMS [ITHE) o BisEHI% " OHSMS i [l P x4 25 SR At 05 13 2
B HA B 42 ) DL S WCER XS B 07 A RO /K1 1 S it 55 24T U A, 2 25 7 1) OHSMES
Xof AMELTE BN IR AT R LA R AMELTE Bk He B Bl s AR ) OHS SUNIRT & PRS2 I .
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& T% 5 OHSMS Ju Bl , 7EA U7 HAE L 7 N B Ui iR B, BLVEAR
A1) OHS &l FEME HHAZI TN, S 2% FEHTRVAIE S A% o DL A I B A AAE
FRZ N L HEATRZ 52, 8 ) A0 0 5y T AR I3 T
For OHSMS, CMD should verify that the client's OHSMS covers activities outside
of these premises (although another organization has responsibility for its OHSMS). Risk
assessment shall be conducted by planning the control of processes or functions
outsourced to external suppliers within the scope of the Client's OHSMS and collecting
feedback on the supplier's effectiveness level to determine the effectiveness of the
client's OHSMS in managing outsourcing activities and the impact of outsourcing
activities on the OHS performance and compliance of its own activities and processes.
Contractor personnel working on the organization's site shall be interviewed to assess
their OHS awareness as part of the process included in the Client's OHSMS scope.
When determining the timing of the audit, consider verifying them during the initial
certification audit, as well as before each supervision and recertification audit, and
periodically audit the premises where these employees work.
5.5 HEERNEMRFER CE—HB+HE KB
Initial Audit of Management system Certification (Stage1 + Stage2)
5.5.1 W& M T &R RIS A ST S I 1], A B AT RS PR RN
UE B AX IS )b 130 5. 4 SRS A R 1P B IS TR) A 80%. 5 22 B8 22 (I [R) SR 3EAT
TR (B 9 54 5 A2 8> B B A ZR DI S A% N 8] B 3 e
To determine the audit time for off-site management system portfolio
activities, it is not appropriate to make the total on-site management system
certification audit time less than 80% of the time calculated in stage of contract
review in according with Article 5.4 above. The need for more time to plan and/or
prepare reports is not a reason to reduce the time required for a site management
system certification audit.
5.5.2 IR QUS1. 3K EMS1 FIZE OHSMS1 41 B4 & a7 A B[R] 43 5 9 QUS. EMS.
OHSMS WK B 4% CHE—BRBe+58 B B TN FR i e R Ak 1 S 46 o
The management system audit time listed in Table QMS1, Table EMS1 and
Table OHSMS1 above provides the starting point for determining the initial audit

A H ] Release date: 09/01/2025 SEfE H 3 Implementation Date:  09/01/2025



CMD-CR-010 Page 38 of 75

time (stage 1 + stage 2) of QMS, EMS and OHSMS respectively.

5.5.3 TEHAE M EHAZ VG, ot 4H SR8 B 28 S 50 48 T A7 R0 o % 23 i 2 8
OIS E) o A [R) T B IS 2 1 B A IS ) DA R B AR B e e 2 B 78 o B8R
0 Bl 17 2 BC I TR) B RS R

Allocate sufficient time to conduct a complete and effective audit of the
organization's management system within the defined scope of the audit. Records
shall be kept of the time and reasons for the audit as determined during the
contract review. Details of the time allocation covering the entire scope of
certification should be clear.

5.5.4 & [EVEE HRAE ) H AL TR SO B, AR VIR & [R5 43 T m) 75 1 2
2R,

The timing of the audit and the reasons for it as determined in the contract
review shall be provided to the Client organization as part of the certification
contract.

5.5.5 INUEH & T n] DL HIE 2 H B0, B andk T W2 1938 T e,
2o HALHIE S BON (80 85 /3 7 NIRRT B . 78 SRR — T %
HR G R § %353, BLIE A CNAS-CC14 R ISR o 1K ey 3 B 7E B A% T-RI) He
TFRARIR, T LU 8 T I Se iR Bl IR I ] T Al B AR R DA IE B A I TH)
Certification audits may include techniques that use remote audits, such as
web-based interactive collaboration, web conferencing, teleconferencing and/or
the process of verifying the client electronically. The use of remote audit activities
in planning an audit shall apply the requirements set out in CNAS-CC14. These
activities should be identified in the audit plan and consideration may be given to
counting the time spent on these activities towards the overall management
system certification audit.
Xt OHSMS, W7 g A B A% (i S A IR T30 ST /e S 1P e o X 53 T 8 A N 53
o BEAMXTELIE B A OHS JXURS: 2 il AN BE R HIUGZ R H A% A
For OHSMS, the activities for which remote auditing is applied are limited to the
review of documents/records and interviews with employees and staff. In addition,

remote audit technology cannot be adopted for on-site activities and OHS risk
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control.

FEH AL R AT AR B A% B ICT £0R, 5 AR SRR A% 7 5 L i) € Bt R 7 L%
J&, IR E R I AR o A% S ICT PRSI CHLFEFR IR, BT I N2 B o o A% I
(] EE A5 45 07 TR BR A1) ADRAIE S A% S S e 0 1 5 SRR A & B s BRAF EIE T R A
FUE » FIVNUE A K 5 R L B DR 5 B UAIE B9 o A0 30 7 5 U7 IR H 23 37 1)
W E .

The use of remote auditing or ICT technology in auditing should be taken into
account when planning auditing programs and formulating auditing plans, and the
restrictions on the use of remote auditing and ICT (including restrictions on the form
adopted, the content involved, the proportion of auditing time, etc.) should be
determined to ensure the adequacy of auditing activities and the rationality of
planning. Unless otherwise specified by the specific certification program, the initial
certification, as well as the audit activities that typically involve annual surveillance
maintenance and recertification, shall include an on-site audit visit to the
organization's site.

5.6 WiE 5 FI\IE S X 8] B E

Determine the audit time of supervision and recertification
5.6. 1 M EH LI SIS R REAS D THIUGAIE S % G 1 B Be+28 2 BrBo RN 1/2.
CMD >Rt SR Ak B e A 8], B4R 2% 7 BVGIER R ERHE S, DMEH R
HIZHZL. R R E S TT TEIAR AL, DURA E B o AL TR 2 15 7 R

The total surveillance audit time should not be less than 1/2 of the time of the initial
certification audit (Stage 1 + Stage 2). CMD will plan the time of each surveillance
audit, including collecting the updated information related to the certification of the
client, in order to consider the changes in the client's organization, system maturity,

etc., to determine whether the surveillance audit time needs to be adjusted.

5. 6.2 FRINIE/ S VI I 18] AR YE 30T 102 7 5 225 18 o W R FAIE/ E AL
EAREE i P, AN B WERESE) A%, MEGIE/ Z 1
SN R LRI OAIE S % 55 1 BT B3 2 BrB INFTAN ) 70%. 27 B A4 2R 57 A% I [
IR TR RGP ISR o 0 BRAR R BGUSPEAN A B I A 9 FE DI H AZ IR 8] B —
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oR

HiF

The total time for recertification/re-evaluation should be considered based on
updated client information. If the basic information of the
recertification/re-evaluation organization (e.g., location, effective number of
personnel, covered products, certification criteria, etc.) is unchanged, the total time
for recertification/re-evaluation is approximately 70% of the time of the initial
certification audit (stage 1 + stage 2). Management system audit time should take
into account the results of management system performance evaluation. The
evaluation of management system performance itself is not part of the

recertification audit time.
5.6.3 WA FUGERS BAZLLY IMS (R— AR REAE (L, BAT (3 o BT 1R 2L b

Surveillance and recertification should identify changes in the level of integration of

the organization's IMS to ensure appropriate audit timing.

5.6.4 MiE . FRIE/E PP AL IEE 0L AR T AN, S RER
AT R

Surveillance, recertification/re-evaluation audit time is usually not less than 1

auditor day, otherwise it may affect the effectiveness of the audit.

5.7 WHEEHARFXNFEZEBIER
Factors to consider when adjusting the management system audit time
FEV R B AL I R, FEEETIE R (EARTRERER) -
The following factors need to be taken into account (but are not limited to) when
adjusting the audit time:
5.7. 1 JrA & A 28 08 T o A% N 18] ) 2% S8 PR 3%«
Factors to be considered to increase the audit time of all management systems
a) ZYPEEEEVT RGN 7T (i)
Multiple sites or need to visit temporary sites (such as installation sites).

b) Eﬁ*ﬁ 'ff)zﬁfﬂ U\yl‘ El/]lm =
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The audit shall be conducted in languages other than Chinese.

o) NREEK. MR RRAL;
Large organizations with large numbers of personnel and large sites.

d) 75 AR R R A AR B R A F RS S (BRI
LB
Covering highly complex, specialized processes or a large number of distinct
activities (more than one technical area).

e) SFMESRIMIEE RS (FInE . BT e, BRERRSESUED .
High degree of regulatory control (e.g. food, medical devices, hospitals, etc.).

5.7.2 BUEH T QUS 30 e A% I 18] =5 B R 2R
Considerations for increasing audit time (QMS only):

a) Ry mE XRHES L SRARIRQIS2)
Activities classified as high-risk (see Table QMS2 in Appendix A).

b) AMELHRRE B R
Outsourced functions or processes.

C) Il FR A5 FH B L R AR ST B2 S BE AN/ EOR 7 22 A B CRLAE A AR S
fh) EREER T ZEEM . HiGE R AR O W FIESR IE AT & 5 %A
I, AT RLAS VYRR BE N A BRI (4232 W % (1ISO 1348543 #MDQMS
INIEE D
Manufacturers use suppliers to provide processes or parts that are critical to
the function and/or safety of the user or the finished product (including private
label products). Where the manufacturer cannot provide sufficient evidence
of compliance with the audit criteria, each supplier may be allowed additional
time to be audited; (ISO13485 MDQMS certification applicable).

d) HIEFE RSN, (1SO13485hr #EMDQMSIAIFE )
Poor regulatory compliance by manufacturers (ISO13485 MDQMS
certification applicable).

e) ZYLR. AL EE I RESIGINE I E;  (1ISO1348545#EMDQMS A IEIE

D

Multiple shifts, number of production lines, etc., may increase the audit time
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(ISO13485 MDQMS certification applicable).
5.7.3 A& T EMS S50 B A% 10 8] ) 2% P& R 2K -
Considerations for increasing audit time (EMS only):
a) AT IAUEBLAR LG, 2O I BUR B
Higher sensitivity to the receiving environment than is typical in the industry.
b) AHSRTT IR s
Views of interested parties.
) A7 EEHE T AL [ () R 42 R 3
Indirect factors that necessitate an increase in audit time.
d) A EAFTJE AT MV FRT BR N A Bk B A 5 PR 3R BE 5K
Additional or special environmental factors or regulatory requirements of the
industry to which the organization belongs.
e) AETH IS, PLRAF S e R AR BT B R AR OS2I, SRR 7R Y
BN, T B T A SR B R A AR )
The risk of environmental accidents, as well as the effects arising or likely to
occur as a consequence of the event, accidents and potential emergencies.
Environmental problems that have occurred before due to organizational
reasons.
£) AU RE R .
Outsourced functions or processes.
5. 7.4 {UIE T OHSMS 3 o 1% bk 5] (1) 25 & BH 3% «
Considerations for increasing audit time (OHSMS only):
a) AHRITHIE I
Views of interested parties.
b) FEHCRIHRNYI A A A v AT 2K
The incidence of accidents and occupational diseases is higher than the
industry average.
o) HEAMBIAFAEARNG (0 R, 1 M. KEw #H, 23503
iz

Public persons are present in the organization's premises (e.g. hospitals,
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d)

e)

)

g)

schools, airports, railway stations, ports, public transport).

HZAIE T i 5 OHS AR SC VR AR URIA (R T Firish B JXURS: 7™ B AR FE AN
The organization is facing legal action related to OHS (depending on the
severity and impact of the risks involved).

ABEAE GRPFKUFE A L REE R E B, S8 R e
OHS KBS HG I (e 5@ R4 Bt AT AR A1 H At R TR &
(LN

Contractor companies (subcontractor companies) and their employees are
present in large numbers on a temporary basis, resulting in increased
complexity or OHS risk (e.g., refineries, chemical plants, steel mills and
other large industrial complexes that start and stop regularly).

AR 3 FH PR 1 SRR/ B X A S A, S B o A A PR e (56 T ) 1 s
R T g ) PR «

According to applicable national regulations and/or risk assessment
documents, the amount of hazardous substances present exposes the plant
to the risk of a major industrial accident.

WIEYEH N A& 557 A4 (I SRA BRI E A RURE &

Organizations that include foreign sites within the scope of certification (if

unfamiliar with laws, regulations and language).

5.7.5 /b e A% I 8] ) 2% FE& PR 3K -

Considerations for reducing audit time:

a)

b)

c)

d)

& TQUS) B A BT et TAE, B M 1 R i) e 5K
The client is not responsible for the design work, or the management system
cuts out other elements of the standard (QMS only).
BN G, BRI B
The site is small and simple compared to the number of personnel.
R ZR B
The management system has matured.

M SREERERCHR T, WeX s — bR TINIE, XTOHSMSIX ERE
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e)

f)

g)

h)

i)

J)

k)

7 oAl 1 B OHSMS 77 6 R L4 s

Existing knowledge of the client's management system. Such as certification
to another standard. For OHSMS, this means that certification has been
made in other voluntary OHSMS programme.

FPORNE T HE %, a0 ELEAS 7 CNASIA AT A A TEARHE BRI IAE s XFOHSMS
ERAE 22332 B 28 B0 1) € W FLk A7 9 ) V4 BURF OHSMS 75 S8 A o A% »

The client's preparation for certification. Such as having obtained certification
of the same certification standards accredited by CNAS. For OHSMS, it
means that it has been regularly audited by the national authorities for the
mandatory government OHSMS programme.

B R AR AR, e R B B i R

The complexity of the coverage process is low. for example, the process
contains only a single generality.

Wa) (B E IRSS) BT PEUCH St [ )5 2, HAA & S IE R
AYERHIZRIAHIE CHOHSMSANE )

Activities (such as services only). All shifts implement the same activities and
there is appropriate evidence that all shifts perform the same (not applicable
to OHSMS).

BRI

A repetitive process.

7= i AR CRFOHSMSANIE AT

Low product risk (not applicable to OHSMS).

H AR S CWfOHSMSANE DD

High degree of automation (not applicable to OHSMS).

A B TAEAL WA TAE, Wi NG, mIdl. IR A s,
OSBRI B2 BT ik RER T /- i di i (RFOHSMSANIE DD

Some employees work outside the organization's premises. For example,

L

sales personnel, drivers, service personnel, etc., can fully audit whether their
activities meet the requirements of the system through record review (not

applicable to OHSMS).
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D HIE ARG EACRERGE, medtk. FE. el s 4t e msnm
(ISO13485krHEMDQMSAIEE )
The scope of the application for certification does not include manufacturing,
but wholesale, retail, transportation or equipment maintenance activities
(1ISO13485 MDQMS certification applies).

m) [ B DL R VS B 498 (ISO13485FR HEMDQMSAEEH])
Reduction in the manufacturer's product scope since the last audit
(1SO13485 MDQMS certification applies).

n)  H B PSR A SRR D (ISO13485FrEEMDQMSIAEE D
Reduction in design/production processes since the last audit (1ISO13485
MDQMS certification applies).

o) BUEHR /)41 B IS K A 55 AU IE Y B R AT 1Y) B A% I [ T AR QMIS3 RIS 013485
FruExt NN H 8 2 /0 50% (1SO13485Fr#EMDQMSIAIEIEHT)

The audit time performed only for the certification scope of "distribution or
transportation services" can be reduced by up to 50% from the ISO13485
audit days in Table QMS3 (applicable to the ISO13485 MDQMS
certification).
5.7.6 FEMHE HAZIS I, B HRR AR R eSS A e, Jf
MR R DR 3R 5 PR R AR T, 100 B A I 1) ) PR 3 il o A2 I ] £ R 3%
AZ I 1 8 5 M) P DAAH ELARTE , o R T T ) 0 2 N7 5 3 DR ol A A 5, sk
AT VR B2 1 B b O OR B i
When determining the audit time, it is advisable to take into account all attributes of
the client's system, process and product or service, and adjust the audit time
reasonably according to the above factors. The impact of factors increasing the
audit time and reducing the audit time can offset each other. The adjustment of the
audit time should be reasonable and ensure the effectiveness of the audit, and the
reasons for any adjustment should be recorded and kept.
5.7.7 28 PRAK bR — AL o AL IS (] 5 i

Impact of multi-management system standard integrated audit time.
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5.7.7. 19l M E U8 FRAK bR ER IMS S A% B E W A% IR 8], B
To determine the audit time of an IMS that covers two or more management system
standards, you should:
a) HZ MR R B R A BT 0N B R AR T B SR ) A N (A
Calculate the required audit time for each management system standard in
accordance with the above requirements.
b) R TE SRR PRAR S bRAE A AN TN, B IMS HE A TA]
SERT (FIANT=A+B+C) ;
Add the calculated audit time of each management system standard to
calculate the starting point T of the IMS audit time (e.g. T=A+B+C).
) 25 L8 AT LUK s ya /b P 7 BRI TR] O SE IR 2R, JRAE I RE B UG . (T) k4t E i
B E CLEIA D
Consider influencing factors that can increase or decrease the required audit
time and adjust the audit time based on the identified starting point (T) (see
Figure A.1)
S8 T e A I 1) ) BT R S AL AR AE AR T
Factors for increasing audit time shall include, but are not limited to:
> IMS HHAZBUER — I BA R AL R
IMS audits are more complex than a single management system
audit.
ey AN PSR SR AR IERN S A
Factors that reduce audit time should include, but are not limited to:
> HAVEPR R R, MBI TSR, EART
The level of integration of the organizational management system
should be considered from the following aspects, but is not limited
to:
(1) —EESHCM, &N, OFEE RS RS
An integrated set of documents, including, where appropriate,

moderately integrated operational documents.
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(2)  HJBERAE R AN TRl i) & B

Management reviews that consider overall business strategies and

plans.

(3 XF IR R B — R AL TV

An integrated approach to internal audits.

(4 XI5 A H AR H B — AR AL 7V

An integrated approach to policies and objectives.

(5) XKk B — R ATV

An integrated approach to the system process.

(6)  XSSCHEALE] CAHIEAPPT AT AR SRt ) R A —1k

W5

An integrated approach to improvement mechanisms (corrective

and preventive measures, measurement and continuous

improvement).

() — PR B SRR B Bt o

Integrated management support and management responsibilities.
FIHHEE RN AES R RIER, B B
PR RER NPT EHER, R & B R0 2 Lid e
HIFERE, Kb H— R 70 . W T AL TR A bRy
ZUE IR R — KRR
The client's application information shall include information
related to the level of integration, including information on the
integration of documents, elements of the management system
and responsibilities, and determine the percentage of the level
of integration according to the degree to which the client's
management system meets the above requirements. In Figure
A.1 below, the ordinate is the degree of integration of the
organization's management system.

ML) N AR e 22 A8 BRAA 28 bt 1] L) R

The ability of the organization's personnel to respond to issues
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involving multiple management system standards.
> HAHEZZAE BAA RPRE/FTERE /) 0o A% G mT
Availability of auditors with the ability to audit multiple management

system standards/specifications.

NEA L R AR bR DY B A B I RE JIRESE, $4 4 i L ofe 17 70 215 B RE AR S

S

[ (X-1) + (X,-D)+(X,-1) +... (X,~1)]
Zx(Y-1)

x100%

X
Xiv X214 Xa.. Xn A5 IMS F#GHEAAHKE . FZ 0 B GrinEs e k.
Y i IMS 5% B i s S BAR RARAE S E .
Z hEERNEE.

Ak

—MliE T =AARRE A RPAER IMS FET0H, HIMS F 4B =2F#
AR, KR —ZHARE T =R e, 5 —AH A RE T HH
PIAMPRHER B R BE T, 3 =R H R DI R & — AR R R RE D

R A, R .

[ (3-1) + 2-1)+(1-1)]
3x(3-1)
BTHNFNHEARA B0 LR ENIARAER) HALRE ), T8 B R
RRARITA LR AN, LISl ses b R F LR . X EfE T .
D BHTFHEK, KESWHTEBRE;
2) Gl — A B R S BT A B R A
3) DRALH e B B4 B [
4) FHIZHARWHTE B[
5) [ A OB B PT A BT ], STl

% 100%=50%
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In figure A.1 below:

Heorizontal axis: The extent given as a ratio to be multiplied by a factor of 100 in order
to achieve the extent given as percentage, to which individual audit team members are
qualified:

100 ((X1-1) + (X2-1) + (X3-1) + (Xn-1))
Z(Y-1)

Where

X1, 2, 3...n is the number of standards for which an auditor is qualified relevant for the
scope of the integrated audit;

Y Is the number of management system standards to be covered by integrated audit;

Z 15 the number of auditors.

Example:

An integrated audit team of three auditors covering three different management system
standards. One auditor is qualified for all three standards; one auditor is qualified for
two of the standards and the other auditor is qualified for one standard.

The percentage figure to be used for the horizontal axis is:

100 ((3-1) + (2-1) + (1-1)) = 50 %
3(3-1)

Due to available competence of each auditor to more than one set of audit
criteria/standards, efficiencies are gained and go into the calculation of the possible
reduction of time in the formula above. These include:

1. Time saved due fo one opening and one closing meeting.

2. Time saved as one integrated audit report is produced.

3. Time saved in optimized logistics.

4_Time saved in auditor team meetings.

2. Time saved auditing common elements simultaneously,| e.g. document
control.
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B A3 T IMS SRR 8 (%) RILS IMS B)— A2 A 44
AT IMS HHZBE ) Z AR K R

relationship to the level of integration and the audit team’s ability to perform combined audit %

~REFE %

100 5 B 10 15 20
80

0 5 10 15 15
= 0 5 10 10 10
10 0 5 5 5 5
2
2 0 0 0 0 0
0

20 40 50 80 100

S — AL IR %

E A1

Figure A.1 lllustrates the reduction (%) in integrated audit duration and its
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Figure A.l
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Ability to perform combined audit %

5.7.7.2 BT W E B RN — AR R E 1) IMS S A% IR 18], WTAE—F
B G B A% b AR BT Al B A 2 AR AR B — AR R R A T, O35 A
IMS audit timings can be adjusted in stage1, or in surveillance audits, basing on the
confirmed level of integration of the organization's management system and
communicated to the client.

5.7.7.3 IMS Wi A% W] BE 2 S HUH BN ARG 00, AEAE Jal/ D o A I TR 1 00 T, Feoilio b &
ARG ST 1) 20%.

IMS audits may result in an increase in audit time, but in the case of a reduction in
audit time, the reduction should not exceed 20% of the starting point T.

5.7.7.4 X452 A 3E4T 1SO 9001 A1 1SO 13485 (IAR[D A% T 75 (i (] I, AR 4 2%
QMS3 T [ /N o 1% RECKEAE 1SO13485 bty BN H J:Aili 22 /D39 /n 25% 1) i 18] 55
P E R QMS3 1 IS09001 FrufExtRi A H A1 ISO13485 Frxt M A H 43 Bk H 5 KA
P UK o 5 B R AT BE T AN [ R 00, BRI A RN 5 B AR Uy T Y
Z 5o

When determining the required time for conducting an ISO 9001 and ISO 13485 audit

together, a minimum of 25% will be added to the minimum number of ISO 13485
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audit days calculated as per table QMS3, or summed the ISO9001 audit days and
ISO13485 audit days calculated separately in Table QMS3, whichever is greater.
Circumstances that may require additional time need to be considered, including
differences in scope, effective number of personnel, etc.
5.7.7.5 UG FHITHELL QU S sy D o A% I A] )& BR AR B 45 T 0K
T IR AN R CCAAFR AL (2013) 102 5 GAIENLEA PS4 MiE——
WIE % BEMED .
The calculation of the starting point and the rationality of increasing or decreasing the
audit time shall be recorded.
Note: The reduction should not violate the CNCA- [2013] No. 102 "Certification Body Fair
competition norms - Certification Price self-discipline Regulations".
5.8 RS I\UE B AL I IR (K € T v
Methodology for determining the audit time of service certification
5.8. 1 X FTIRIFFIAUE, FHRVIEH 2 E: T2 7 A BN BEZ R SCL i 7€ Ik 95 NE
HAZIN TR A0 A, IR B B IR SS AL AT RS i RUBERIE A 1 S R AR B A5 AH R R 3R
AT IR
For service certification, the starting point of the initial certification audit is
determined according to Table SC1 based on the effective number of personnels,
and adjusted considering relevant factors such as the industry characteristics,
scale and complexity of operation of the service organization.
K SCL: JIRFNIEA BNE § LI A 2K &
Table SC1: The relationship between the effective number

of personnels and audit time of the service certification

ARAK R () ARNH RS (R

Effective number Effective number
Audit time (days) Audit time (days)
of personnels of personnels

1-5 1.5 626-875 12
6-10 2 876-1175 13
11-15 2.5 1176-1550 14
16-25 3 1551-2025 15
26-45 4 2026-2675 16
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46-65 5 2676-3450 17
66-85 6 3451-4350 18
86-125 7 4351-5450 19
126-175 8 5451-6800 20
176-275 9 6801-8500 21
276-425 10 8501-10700 22

TR b 326 R AR

426-625 11 >10700 Follow progression

above

5.8.2 fEFAVFEHIN, NA%ZHEZR SC1 Hr il e 4% % ) B RN B 5 3 1 w7 A I 1)
VEJyit B LI A R 46 £, AR A AR 12 P IS B SR R — S0 A
IS 1) ) 086 0 R i/, R T A R 3 X ko A I TR g AT B . D SR E T
I IR) CELFE S A% N ] R 3 AR o o A I TR) R AT A g2 2 A DR AN BE 5 M0 o A% 1)
AR . RIS R N o BT ML 5V

In the contract review, the benchmark audit time shall be determined according to
the effective number of personnels to be audited in Table SC1 as the starting point
for the calculation of the audit time, and then an increase or decrease in the
benchmark audit time shall be assigned to each important factor of the client, and
the benchmark audit time shall be adjusted according to these factors. The basis
for determining the audit time (including the adjustment of the audit time) shall be
documented. Any reduction in audit time should ensure that the effectiveness of
the audit is not affected. Audit time should cover all business scopes.

5.8.3 fEAHH & SCI #E Mk S5 VIR B AZ I [R]INF, AN T AN SES) B A% By 8% A Bl
AL SR AR T o

When using Table SC1 to determine the duration of a service certification audit, the
working hours of trainee auditors, observers or technical experts should not be
taken into account.

5.8.4 fEXER SC1 gl IR 55 AR B A% I [R] 2EAT IR RS, /b AR 30%
When adjusting the audit time for services certification listed in Table SC1, the

reduction should not exceed 30%.

5.8.5 MRS5S E A L NI, A BERE R TR FRVFHIRE, NSRRI
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FLEH, FRRIH 2 CNAS-SC25:2017 (RS VAENLIGINAT TR HHLE .
In the case of service activities covering multiple sites, it is necessary to determine
whether sampling is allowed, the reasons for sampling should be recorded, and
should meet the requirements of CNAS-SC25:2017 Accreditation Scheme for
Bodies Providing Certification of Service.
5.8.6 W% AMIILER o HRREANRL AR, i — DA R i it ks, CMD
IR 5 5 o AL T ISR A B 4 ) O SRR I R, DARA DR 7034 (it 1) IR g A 72
AN RS TE BN A AR e o AR, WA T AT HAL, ISR A ] B B R
IS Tl
If the client outsources some of its functions and processes to provide products or
services from the premises of another organization, CMD shall determine the type
and scope of control that the Client employs to the outsourcing party to ensure that
externally provided functions and processes do not negatively affect the service
activities. If necessary, the contractor shall conduct an audit and determine any
additional audit time.

5.9 MRS INEFIRE
Initial audit of service certification
5.9. 1 W& M T IRSFVAEAEI IS A S TS s AL 6], A BB o 1Y) o A% I ] /b
T & TR TE AT I TH] 1) 80%. 5 2 B8 22 BN [ R BEAT SRR (B0 4 5 i i A2 b 34
B PR ZR IR B AL IS [R) ) B
Determine the audit time for off-site portfolio activities for service certification, so
that the total audit time on site should not be less than 80% of the contract review
time. The need for more time to plan and/or prepare reports is not a reason to
reduce the time required for a site management system certification audit.
5.9.2 FEMRE AU, x4 23R 55 i 50 S it 58 B 1A R H A% 20 BC AL 8
PRI IE) o 5 IRV B IS S 1 B A I ) DA R L3y AR B e o B W 78 o B DR
0L ] 1717 70 S P 1) B R4 A 12
Allocate sufficient time to conduct a complete and effective audit of the
organization's service activities within the defined scope of the audit. Records shall

be kept of the time and reasons for the review as determined during the contract
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review. Details of the time allocation covering the entire scope of certification
should be clear.

5.9.3 INIEH & ] DL HZ 2 F I BoR, B andk T 2 1938 T AE,
2o HALHIE BN (80 85 /5 7 IR R T R R . 72 SRR — T
HR G R § %35 3, BLIE A CNAS-CC14 R B SR o 1K ey ) B 7E B A% T-RI) He
TFRARIR, T LU 8 T I Se i B IR I ] T N B AR 3R DR B A I T
Certification audits may include techniques that use remote audits, such as
web-based interactive collaboration, web conferencing, teleconferencing and/or
the process of verifying the customer electronically. The use of remote audit
activities in planning an audit shall apply the requirements set out in CNAS-CC14.
These activities should be identified in the audit plan and consideration may be
given to counting the time spent on these activities towards the overall
management system certification audit.

FEH A% TR AT AR B AL B ICT 50K, 7 EAE SR 8 1207 58 i€ B A% T H R 37 A
I, e R AR L ICT IR (BT RAE. i LN b
A I TR) B AT S5 07 T B PR PAORAIE 8 A% & 3l 0 78 70 1 5 SRR 5 PR s B B IR TS
FIERE , HIRINIE LB B B L B IR 5 F IR R o A 6 2 7 65 17 1r) 2H 24
WA I 5 %

The use of remote audit or ICT technology in audit should be taken into account
when planning audit programs and formulating audit plans, and the restrictions on
the use of remote audit and ICT (including restrictions on the form adopted, the
content involved, the proportion of audit time, etc.) should be determined to ensure
the adequacy of audit activities and the rationality of planning. Unless otherwise
specified by the specific certification program, the initial certification and, typically,
the annual surveillance and recertification audit activities shall include an on-site

audit visit to the organization's site.

5. 10 k55 AUE N B 55 F-ATIE B BB 8] H 0 2

Service certification surveillance and re-certification audit time determination

5.10. 1 B AL AR IS R NAS D FATUCAUE B AZ I TRV 1/2.0 CMD i s ) B U
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BAZIN ], RARIERR T SINIEA R E R, DMESE R A, I AR i
FESETTHIIAAL, DU B o A% I [ 2 15 5 2R

The total time of surveillance and audit shall not be less than 1/2 of the time of the
initial certification audit. CMD will plan the time of each surveillance audit, including
collecting the updated information related to the certification of the client, in order
to consider the changes in the client's organization, system maturity, etc., to

determine whether the surveillance audit time needs to be adjusted.

5.10.2 FAMERRR R NARIEEH R EELRE. mRBMEHSAREARER
(i . BN BREFEN S NEAARES) AR, W EDGIE RS R 2 81)
UANAIE B AZ I TR 70%

The total time for recertification should be considered based on updated client
information. If the basic information of the recertification organization (such as:
location, effective number of personnel, covered products, certification standards,
etc.) is unchanged, the total recertification time is about 70% of the initial

certification audit time.

5.10.3  MEE . FUGEE A EIE S FARED T 1 ANEZAH, 500 RE R0
%A Bk .

Surveillance and recertification audit time is usually not less than 1 audit day,

otherwise it may affect the effectiveness of the audit.

5. 11 AR AIE B IR [R5 iR I R |
Factors to be considered in adjusting the service certification audit time
FEV R H AL R, FEBETIER (EARTRERER) -
When adjusting the audit time, the following factors need to be considered (but
are not limited to these):
a) MRSFALRPATIVRS s BN IE I B AR
The industry characteristics, size and operational complexity of the service

organization.
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b) RS P HIECE
Number of service places.

c) RN, TEOTEE:

Service category and evaluation scope.

d)  BRMFIEIA 5

Technical and regulatory environment.
e) Mg e T 3
Service contact mode.
£) P P T VEFIEOR
Assessment methods and techniques used.
g) JRSSTEBHIAMLIE L
Outsourcing of service activities.
h) 5 AR SS I B AH SR 1 U o
Risks associated with service activities.

FERAE HAZIN RIS, B 5 R P IR S TSI A T ik, IR IR R R & PR A o
KL TR], 30 B R I T B K] 3R 5 0/ o A% ] ) 81 30 o A IS 1) B8 52 o 7] AR ELARH
B A I T R N5 PR IR R A RO RE, RS S AR AT 1 R A B R R B D % o

When determining the audit time, all attributes of client service activities should
be taken into account, and the audit time should be reasonably adjusted according to
the above factors. The influence of factors increasing and reducing on the audit time
can offset each other. The adjustment of the audit time should be reasonable and
ensure the effectiveness of the audit.

5.12 WFISMSINIESH 1%, ERIBHNEH KRR, TR A ZHH X EE 5QES
— AL B RS R A AT B, BRI TR B BAT B SRA. (ISMSIAE 5 4% [R)
W INED -

For ISMS certification audit, the particularity of the certification audit can be
considered to arrange A separate audit or form a joint audit team with the QES
integrated audit team to conduct the audit. The determination of the audit time shall
be carried out in Appendix A "Methods for Determining the Time of ISMS Certification
Audit".
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5.13 BEMAR. P RIAE. ARSI\ IERR 7 2 Y0 F ) B A% 8]

Audit time of Management system, product certification, service certification
coverage changes

5.12.1 §K

Expanding

EEAAZR P RAAE IR VAEY KB w5 U B 8 %, W] 0 B A% AT S 4%
PRI o AL 8] N2 F& il S 3 Fr s St . SR P i BRI R . B
W2 S FH DO 2T 1Y R .

The audit of the expanded coverage of management system, product
certification and service certification can be divided into on-site audit and document
audit. The extended audit time should take into account factors such as the site
involved, the criteria against which the audit was conducted, the process, and the
complexity of the product. The specific audit fee shall be subject to the Certification
Agreement signed by both parties.

XTI RGP § K7 dh A IR 2 RO AR et B dh A M TR e S A AL
s R B A R . IR EE A R R S 5 RSt Iy K % . Dl
T REZ AL TIHEZAL, HFSHAE. 35FE B HIZAH « H8 KH
125 W B AL B IR B A% — IR AT, A7 d Ko A% I E) AT a0, 5 A% A H .

For the expanding of the site, the expanding of the product production process,
the difference is large, including the product design and product structure
performance changes, the audit according to the standard has a greater change, the
service process has a greater change are considered to implement the on-site
expanding audit. The expanded on-site audit is generally not less than 1 audit day,
and consider increasing or decreasing the audit day with reference to article 5.3 of
this document. If the site expanding audit is conducted in conjunction with the
surveillance audit or recertification audit, the site expanding audit time can be
reduced by 0.5 audit days.

X TAE O o OV A )28 i (B RS LS 97k, AT STy K. 3C
PR K R B IS [ T 2 B S0, 365 B i N H . — 080, 5 AN H .

For the expanding of similar products (including specifications and models) in the
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covered scope, the document expanding audit can be considered. The time of
documents expanding audit can be considered by referring to Article 5.3 of this
document to increase or decrease the number of audit days, generally 0.5 audit days.
5.12.2 4/
Reducing
xR OB v BVE A i CEEERUEES) 40, S NH B .
For the reducing of the scope of covered products (including specifications and

models), the audit days do not change.

BERA
Appendix A

| SMS IAIEBR A B E 0%
Methods for Determining ISMS Certification Audits

ISMS FIVEW B bR e X B A2 N H A BEINE (CLUN TARAE B k. B PLINED IR R %
EEHERFZEH L, Jy CMD-CR-010 SCAFHIF . 857 CMD-CR-010 FJZEARE, W “H
S RERTEE " o CHEARIRM, B SO N RS AIUE .

The certification fee standards and audit day management methods for ISMS (hereinafter
referred to as this management method or management method) are solely for the management
of information security management system audits and serve as an attachment to document
CMD-CR-010. Comply with the basic provisions of CMD-CR-010, such as 'Purpose and Scope
of Use', 'Basic Principles ', and 'Definitions ', including the basic provisions regarding audit days.

ARG B IR B TAEMKIE T CNAS-SC170 ({5 B & & EAR RHMIATT H R
CNAS-CC170/GB/T 25067-2020 ({5 B HAR 2 A HOARAE B 248 AR R 8 ZAUGENL ZR ) HE

€, PLK GB/T27021.1-2017 (&R & A RFZ UGN ER) G R1HE—DER.
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The formulation of this management method is based on CNAS-SC170 Accreditation
Scheme for ISMS Certification Bodies, CNAS-CC170/ISO/IEC27006:2015 Information
technology - security techniques - Requirements for bodies providing audit and certification of
information security management system, and further requirements related to ISO/IEC 17021-1
- 2017 Conformity assessment - Requirements for bodies providing audit and certification of

management systems - Part 1: Requirements.

AE B IMNETY CMD il €A R E ISMS [ XIS 18] RIRE PR It 1 S IR E SR ANda m, DL A
XPZR CBAR D 8 K2 i 8l HEA AN RPN 52 2% B2 1K) ISMS i B STt WA IE PR 52 T 5 F)
). A — N2 SRR ISMS, WU HICAE L B o A2 A0 R OAIE o A% I 75 46 2t 10
RIS 8] o 2 RSB B, A A SO AT BUA OR A5 — S50 75 120K 5 3 2 ) W AR ), GX 21
. teAh, R SR BN 1] DUREE B A RS2 56 — B BO R R BN ISMS JE IR B 2%
FERIAN R PP G5 5, BT ] o 385 0 64 32 T ) R 1 6 A I 1)

This management approach provides CMD with the minimum requirements and guidelines
for determining the audit time for ISMS, so that it can establish the necessary time when
implementing certification for organizations (also referred to as clients) that involve a wide range
of activities with varying scales and complexities of ISMS scope. For each client and their
certified ISMS, identify the audit time required for initial certification, surveillance audits, and
recertification audits. During the audit planning stage, using this document can ensure a
consistent approach to determining the appropriate audit time to achieve compliance. In addition,
the audit planning manager can adjust the audit time based on findings from the audit process
(especially the stage 1), such as varying evaluation results of the complexity of the ISMS scope
or additional locations added to the scope.

REBINET AR AL I AL L5 T s AL A THELI RG], 0 A B2 S A T
VOB o AZOTIEM B AR B, i AR [B) ) BT SR

This management method includes Appendix A.1 which provides an example of the
calculation of audit time and explains the application of this management method. The basic
assumption of this method is that the calculation scheme for determining audit time should:

a) 5B IR LERE A5 E ANIESE I R 1

Only consider attributes that can be identified and verified.
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b) gl LASRHAUENUA A RN
Be simple enough to allow for effective application by the certification body.
o RWEIR, VIEEWARIESHER.
Be complex enough to reflect sufficient differences.
1 ISMS <&
Concepts related to ISMS

1.1 FEHLER T TEMARHHE

The number of personnel working under the control of the organization

TER 5 WAL [RTES, R DAVIEE BBl A B A BIE 2 Hh 52 2 434 0 A N G IR S O e a5
FEA RPN TARRIHIPN 0, $ O AR N B S AR A 235 N AR A2 IPUR B0 AR /N 25
e, TR AAEHL RS T TAFRA R REcE .. ARG E, B TN 5 AR N E S — 4
LI 53 AR/ E ) LA

When determining audit time, the starting point should be the total number of staff under the

control of the organization across all shifts within the certification scope.
The number of personnel working under the organization's control is calculated based on the ratio
of their working hours to the working hours of full-time employees under the organization's control.
The specific ratio is determined by comparing the working hours of part-time personnel to those of
a full-time employee.

1.2 it pT

Temporary location

I B 3 e A AIE ST T B B3 B 2 AL B, 3G S PE DA IE Y BBl P 7 0L PR I 1] ) 30 P 5
it 637 It A B AT KT H 45 3887 P BN IR 95 BRZ2 36 P o AR 78 0 X 2637 it ) 5 1) 75 5K
R ARV, B TS AR I I 37 B R CE AN & T B0 Re T A2 15 2 22 4 H AR IO AU R PR
JIT S R R 3 PR A B 2% & 7 3 AR 5 R AR M S K 0 H AN TR B, IR A I 2R 0 7 SR AN
R S5 ARV Bl o %t 3 — ALK AR B 25 RE A FH 22 - Bl R U k3t AT 2 I TR B 4% -

A temporary location is a site outside of the locations specified in the certification documents,
where activities are carried out within the certification scope and implemented within a specified
time period. The scope of such locations can range from large project management sites to
smaller service or installation sites. When determining the access requirements for these

locations and their sampling scope, it is advisable to base this on an assessment of the risks

A H ] Release date: 09/01/2025 SEfE H 3 Implementation Date:  09/01/2025



CMD-CR-010 Page 62 of 75

associated with non-conformities occurring at temporary locations that could lead to the failure to
meet information security objectives. The selected sample of locations should consider the scale
and type of activities and the different stages of implementation, reflecting the organization's
capability requirements and the scope of service changes. For general sampling, organizations
should consider using a sampling-based approach for multi-site certification audits:
a) FrE WA FTER— ISMS NigfT Hi% ISMS SeATSEr 48— B, w A% R B P 7 5
All locations operate under the same ISMS, and this ISMS is managed, audited, and
reviewed centrally
b) A B BTl B & 7225 P I TSMS N e 4% 7 % s
All locations are included in the client's ISMS internal audit program.
c) AT B P EL & AE % ) ISMS A& VP 7 S
All locations are included in the client's ISMS management review program.
2 BRERANESREZEERIER
Procedure for determining the timing of the initial certification audit
2.1 &
General principles
HAZIN TR R THSR, NI AT I E IR 7
The calculation of audit time should follow the procedures specified in this document.
2.2 TREHK
Remote audit
WGAE ] T s A BOR (B0 BT ISR B ME . i HETE 2 BORT/EW T30 E
L I iE) AL, X EeTE ) BRI o DAV, T A R AR S < o A IS
() ) — 8
If remote audit technologies (e.g., web-based interactive collaboration, web conferencing,
teleconferencing, and/or electronic verification processes) are used to engage with the
organization, these activities should be identified in the audit plan and may be considered as part
of the overall on-site audit time.
A SRANUEAURS 1) 5 AR o A% TR P A o R s 3l 4 1 KT 30% 9B i A% I 1], DGIEALRY BLE
SEH AT RIS FE,  FRAE S AL TH RIS R4S 2O AT LA 0 % Tt

If remote audit activities account for more than 30% of the on-site audit time in the audit plan
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established by the certification body, the certification body should confirm the rationality of the
audit plan and obtain special approval from the accreditation body before implementing the audit
plan.

T Bl s A2 45 2 O 45 532 BT RO B AL IS T o Xz A 37 T ) R oA A R oz A
%, RIME 7 H % e AR AR Y B P idt 47

Note: On-site audit time refers to the time allocated for on-site audits at a single location.
Electronic audits of remote locations are considered remote audits, even if the electronic audit is
conducted at the client's physical location.

2.3 HRZREETHE

Calculation of audit time

R TR AZRECF E KR S XA B ORI (5 — B BONES —Br BORI R %]
TR TR (FEHLWERIT TAEANGD BT, X TAHBEUE R ISMS Yo, L%
B (AR TR], A 5 B A% T

Table 1 provides the starting point for the average number of days for the initial audit [this
value includes the days for the initial audit (stage 1 and stage 2)]. For cases under a given
number of personnel (in the organization-controlled workforce), for ISMS scopes of similar size,
some require more audit time while others require less audit time.
VHECE RIS RN, P e TR A R AR A BRI B3 ) S BOR A 7 o AN () PR S A
SRR ARE G P e A% A ISMIS Vi BBl 10 B B2 R ZOR R B e, I B — S BRI T4 BB E R A2 I
FLH IR AT R N U R A s PR 3R A A K Ml 2 ) BR R (LA 52,4 012.5).
When calculating audit time, first determine the starting point for audit time based on the total
number of personnel working in all shifts under the organization's control. Then adjust it according
to the significant factors applicable to the audited ISMS scope, by assigning weights to each
factor to modify the baseline. When using Table 1, It is necessary to clarify the facilitating factors
to be considered for adjustments and the limits of maximum deviation (see sections 2.4 and 2.5 of
this chapter).

2.4 HEBHZN T PER

Factors Affecting Audit Time
ABENSLHAE AR 1 Fr 2 RIS ], BN EL R &R .

The time arranged in Table 1 should not be used in isolation, the following factors should
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also be considered.

241 REERE ISMS REEEMR, HFEME ISMS HZ T/EREMR

These factors are related to the complexity of the ISMS and therefore are related to the

workload of the ISMS audit.

a) ISMS IR, (5 BRI ISMS A XUBIRIL);

The complexity of the ISMS (e.g., the criticality of the information, the risk status of the
ISMS).
b) ISMS i il 3 T T & (0L 55 FR R 5
The types of business activities conducted within the scope of the ISMS.
c) VMECESER ISMS Si34;
The previously confirmed performance of the ISMS.

d) f£ ISMS &&B 7 St # . BT BRI 2 REE[ B, A IT P & KGR
%% 25 o) 2% ) B
The level and diversity of technology applied during the implementation of various parts of
the ISMS, e.g., the number of different IT platforms, the number of isolated networks.

e) ISMS Y [ P BTl Y B9 AR 26 =75 2 HF RO B

The extent of outsourcing and third-party arrangements used within the scope of the ISMS.

) FRARGITKIIRERL;

The degree of information system development.
g) Pt B AN G MK R S P ) B R
The number of locations and the number of disaster recovery sites.

h) SF T BB B A IE H A% - 55 ISMS H SR 0728 BE RO BCR AN B2, BRSO SOIE 2 7 (22 B JE A1
WEA U i HH AEVR A b B 9 1) SIZ it 77 1) 22 HF, AR DR SRAIE 25 7 RIVISDRE ] B8 R M 7 A4 2R
B AR HE R K RE T I FOEAIVAEN LR, 45 (RRTD f74 GB/T27021.1—2017
1 8.5.3 EORI 5 A5 AIAZEE , INUENURI R BGE 24 (AT 30
For surveillance or re-certification audits: the number and extent of changes related to the
ISMS, specifically regarding change notifications for certified clients, the certification body
shall make legally enforceable arrangements to ensure that certified clients promptly
notify the certification body of any matters that may affect the management system's

ongoing ability to meet certification standard requirements, including (but not limited to)
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changes in the five aspects required by ISO/IEC 17021.1-2015 section 8.5.3. The
certification body should take appropriate actions:
@© Tl ERL. HIUREEPTARG
The legal, commercial, organizational status or ownership;
@ HLFE LRGSR E B, TREREEAR N R);
Organization and management (e.g. key managerial, decision-making or technical staff);
@ Bk R kA7 B s
Contact address and sites;
@ FUEE B A 57 o6 ISRV
Scope of operations under the certified management system;
®© FEAR R E R,
Major changes to the management system and processes.
FEVH 55 AL I TR B e] =85 FE X AN [ R 3R (R s 1) A BRI MR IR BR3¢ AL
An example of how to consider these different factors when calculating audit time see

Appendix A.1 of this management measure.

1 HEZEEERE
Table 1 Audit Schedule
EAGEHT ISWSHIR RIS | HAREEHT | ISHSHRFREE
THENARHNEE (FH#ZAH) THEMNARNEE (FH#ZAR)
Number of personnel| ISMS Initial Audit [Number of personnel| ISMS Initial Audit
Working under the Time Working under the Time
control of the (Audit days) control of the (Audit days)
organization organization
1~10 5 876~ 1175 18.5
11~15 6 1176 ~ 1550 19.5
16 ~ 25 7 1551 ~ 2025 21
26 ~ 45 8.5 2026 ~ 2675 22
46 ~ 65 10 2676 ~ 3450 23
66 ~ 85 11 3451 ~ 4350 24
86 ~ 125 12 4351 ~ 5450 25
126 ~ 175 13 5451 ~ 6800 26
176 ~ 275 14 6801 ~ 8500 27
276 ~ 425 15 8501 ~ 10700 28
426 ~ 625 16.5 >10700 AR ERE
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Follow progression
above

626 ~ 875 17.5
242 FEMIMEEAR AR, Fln:

Other factors that require additional audit time, example:

a) BARMEE), £ ISMS U H ¥ JoA b — b g S sl 5

Complex logistics involving more than one building or location within the ISMS scope;

b) H LA F O — (7 R R B R A N TS ML AR, SR S B SO T T — A LA R

=y

]

ol

Employees speak more than one language (requiring translation or the auditor cannot work
independently), and the provided documents are in more than one language;
) 9 T HAINE BAR R VETE Bl N K A TR 3l /5 207 ) I 32 BT 35 50
To confirm the activities at the permanent locations within the scope of the management
system certification, it is necessary to access the activities at temporary locations;
d) &EH T ISMS HIARHERE B EIRZ .
There are many standards and regulations applicable to ISMS.
2.4.3 R EE EKER, Bl
Factors that allow for a reduction in audit time, example:
a) SO MRS B RS (17 /A R 5
Products/processes with no risk or low risk;
b) WA R R — I E RS, RATRSS);
The process only involves a single routine activity (for example, only services);
c) MG AR SR ER 73 72 MFAH R (A 55 5
Most employees working under the organization's control are engaged in the same tasks;
d) XA CEH L TG, WRARGAS 1R NAEHHIR . 55— RAE AL
Some understanding of the organization already exists (for example, if the organization has
obtained certification for another standard from the same certification body);
e) &) HIAIEAER T LB (B Q22 3RA5 1 53— A58 =I5 WAIETT S HVAE BRI
The client's certification preparation is relatively good (for example, they have already
obtained certification or recognition from another third-party certification scheme);

f) e A B AR AR
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A highly mature management system.

SINIER P BERAE A Z3E I i 37 R (7 it SO 55 ) g XX 237 B B PR A a9 N B AIE o
P A B S b e+ L

When the certified client or certified organization provides its products or services at a
temporary location, it is very important to include the evaluation of such locations in the
certification audit and surveillance program.

HHRE LIRPIER, AR L8 R 50 B A% I TRl R 8 o 3K 28 PR 3R AT I S — 00 RUCH A% P 7
B 2 B/ 1) B AT ) 05 PR o R T T R 2 AT R I TR R 3R e EAR TR OL T, Xt
AN F) 2 o PRI TR, S PR AR A 8 AR AN C SR RAIE S AR A 5 B

The above factors should be considered, and adjustments to the audit time should be made
based on these factors. These factors can justify the rationality of requiring more or less audit
time for an effective audit. Factors that increase time can be offset by factors that reduce time.
Under no circumstances should adjustments to the audit schedule be made without sufficient
evidence and records to substantiate the rationality of the changes.

2.5 i B I 8] i 125 T PR A

Limitations on deviations from audit time

N T R R BE NS ST AT R B AZ T A DR AT SE AR BRI IR, X 1 o ol A T F 9 AN
o 30% o DL E fi S RIS TR) R K& S B, R RO

To ensure that effective audits can be conducted and reliable and comparable results are
achieved, reductions in audit time as outlined in Table 1 should not exceed 30%. Appropriate
justifications for deviations from the audit schedule should be determined and documented.

2.6 P35 H LI H]

On-site audit time

T SR AR T 2 S5 T G PRI TR NI W AN S AE I I TR D T ARYE B 2.3 1 2.4 75
THEEIET RN 70% . 4075 A4S )T SR/ & 9 5, X AN N B /b I 47 o A% I 8] X B e
GER2 AN]SR N i ¥ o o A P T (i R S B R DA SR P A N T

The total time expected for planning and report writing should generally not result in the
on-site 'audit time' being less than 70% of the time calculated according to Sections 2.3 and
2.4 above. If additional time is needed for planning and/or report writing, this should not be a

justification for reducing on-site audit time. The travel time of the auditor is not included in this
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calculation, but is added to the audit time referenced in the chart.

TE: 70%23 T ISMS i AZ 250 Fr 5 ) R AL

Note: 70% is the coefficient derived from ISMS audit experience.
3 IERHHEERIE

Audit time for surveillance audits

FEMIUCNUE HAZ A 3, o — A L) B ek 8] B 55 0 o A ) B b, B4 T M B W
AR 1] S B R 2 A B A I TB] B 1/3 0 BN U 5 BT SRR ) M B o A I ), DA FE R o A I [
MIZESE . ONEI% ISMS FIAR ST (BT, o AT A B A A B 2 ), S 1 o M i A ) I D

During the initial certification audit cycle, the surveillance time for an organization should be
proportional to the initial audit time, with the total time allocated for surveillance audits each year
being approximately 1/3 of the initial audit time. The planned surveillance audit time should be
regularly reviewed to account for changes that may affect the audit time. For changes in the
ISMS being audited (e.g., auditing new or modified controls), additional surveillance audit time
should be allocated.
4  BHINEHEZEEZEE

Audit time for re-certification audits

AT FAES R 45 E], EAES P& R, 55 R AR § % B T
I ARG, A D o (R — A 2RI IE B A N[ 1) 2/3

The total time allocated for re-certification audits should be proportional to the time used for
the initial certification audit of the same organization, and should be at least 2/3 of the initial
certification audit time for the same organization.
5 ZFFTEYEEE

Audit time for multiple locations

IRYEAE L Ipidk 2.3 5 FRRFE 11513 H A A D037 o A% 53 R 508 35 145 A R AR S 1k A 2
WO B ARE, E & A [F LI (B BEAT F0 BT« DUEAUAG R 1C 57 70 BC AR B Bl o 090 o A% P B e A
FEBR RSN E], NOAFEREAS 733 AT AE B B TR R A, LA AN R A T SR AR #R A
—/NEEAT (BIARATA A LHESIER — D7) B, AR ER AR R USR5 2% 14 B v 5 P B T

The total on-site auditor days calculated according to the procedures described in Section
2.3 of this management measure should be allocated among different sites based on the

relevance of the management system and the identified risks. The certification body should
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document the reasons for the allocation. The total time spent on the initial audit and
surveillance audit should be the sum of the time spent at each sub-site and headquarters, and
it should never be less than the time calculated based on the scale and complexity of
operations if all work were conducted at a single site (i.e., all employees of the company at the
same site).

A LA R& BR R 23w % 5 S B 1 I T8 9% T 92 A IS 18] o DAIEATLAG N 10 571X Sl 2 > ) 5 B
HH.

Consideration may be given to reducing audit time for partial audits that are unrelated to
headquarters or sub-sites. The certification body should document reasonable justifications for

such reductions.

B A
Appendix A.1
HAZEE T E 5 AR
Example of Audit Time Calculation Method
A1 G

General Principles

A B s Dy HE T R R IS ) R S QSR TEE PR R . R AL S i R R R AT
7RI B, BT AN A SR R R A2 4 TS AL (AR IT) AHSR LG
RA3IGH T HIT WEMCHIEE: R A4 50t 7 BREOS & B 0. ezt 7 2 N
I 1) T 55 ) 7R 1)

This appendix provides further guidance for deriving the audit time calculation
formula. Table A. 1 gives examples of classifying factors that can serve as the basis
for audit time calculations; Table A.2 provides factors related to business and
organization (non-IT); Table A.3 provides factors related to the IT environment; Table
A.4 provides the impact of factors on audit time. Finally, two examples of audit time

calculations are given.
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A2 HRA (R THEL R S 36
Classification of Audit Time Calculation Factors

WNAERYNE24.1 H a)~h) AT B 25 ¥, R A1 45 H 70 35 20 o A% B JR] T 55 R 803 AT 4
IR o PAENLR AT LA 12 70 SRR A € — AN 45 T B A% 53 2 06 1) I 8] RO & 45 40 0K o 4%
o B A R AR S AZ A SC  IT A S B o e RN TR TS, A AR AR o A BT 7 TS

As listed in this management measure 2.4.1 items a) to h), Table A.1 provides
examples of classifying the main audit time calculation factors. Certification bodies can
use this classification to allocate sufficient time for auditors to carry out all activities

related to initial audits, surveillance audits, or re-certification audits. The total audit time

calculation should include adequate time for reporting the audit findings.

KA1 HEERIVEE SR 5K
Table A.1 Classification of Audit Time Calculation Factors
K& Factor 3 TR R
ULAEBRA. 4 B TR FETHE BT R
See this management
measure 2.4) Reduce Workload Normal Workload Increase Workload
o) TSMSH 2 2k REVENBBEANRE RENTANERLE © LRSHRRGANHE
WEE, THMEXR, TR/ REEE, FE WM, BR. ~AY

Complexity of ISMS:
o FRREERIREM.

o XEHSHEE
Number of critical
assets

o IREMEESHNEE
Number of Processes
and Services

Only a small amount of
sensitive or confidential

RE—ANXELEIRE,
TR E DS R A
FBITRD,

Only one critical
business process, with

few interfaces and
involved business units

Higher availability
requirements or several

5 BITRD,

2 to 3 simple business
processes, with few
interfaces and involved
business units;

RHER. Rie. ] 17),
H O AtERS,

SEEMEAIT] R, information, with low sensitive/confidential Relatively more

(CIA) ] availability requirements mforr\natlc?n. confidential or sensitive
Information Security ROBIFER ™ GRIE T XER> information (e.g., health,
Requirements CLA); Several critical assets %?g??nnai:gnldiigﬂfrl:r?::%
Egt%g?ﬁin;'ggty’ Very fe\(v critical as:sets 24 ~ 3R R L 5T banking), 0;, high ’
availability (CIA)] (according to CIA), B, XUt RRMEOFS  availability requirements;

REXBE™,

Many critical assets;
B2 ERAETRE, X
HRAEAFS RS
BRR%,

More than 2 complex
processes, with many

interfaces and involved
business units;

Types of business

Low-risk business, with
no regulatory

requirements;

b) ISMSsEE R AR (® AR S, RRENe ENERS o BREMLS FREH
e SE E High regulatory PRAVEIEK;

High-risk business, with
(only) limited regulatory
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conducted within the
scope of the ISMS

requirements;

requirements;

¢) PIEE IESEA9 ISMSER5X

Previously confirmed
ISMS performance

RIERIZKSINIE;
Recently passed the
supervisory audit;
FRERBINE, BISMSE
P T ENEZER
HEAR, SR
HE%. EETEMEN
IS A R

Not certified, but ISMS
has fully implemented
multiple audit and
improvement cycles,
including documented
internal audits,
management reviews,
and an effective
continuous improvement
system;

=i PERON A==k 8
Recently passed the
supervisory audit;
REIRFBINE, BET K
BT ISMS: 3k G FH K T
—HEERRTR, —&
RO REEEEN
EREE L,

Not certified, but
partially implemented
ISMS: obtained and
implemented some
management system
tools, some continuous
improvement processes
are appropriate but not
fully documented;

RKBINEERIEKRE
R

Not certified and has

not undergone an audit
recently;
ISUSEH M B E B e i
3z (BlgA: GROOEERERL
FEETIE, AR
SRUHER, ROENIER
1),

ISMS is new and not fully
established (e.g., lack of
specific control
mechanisms for the
management system,
immature continuous
improvement processes,
flexible process
execution);

d) FEISMS & #B > B9 K Heid
BR, BT AR RAR
TSRS HEME (B2,
FEITFEHHE. [®
EMEEHE)

SEL. RESHFMAIR
B ARDITER RS
CBRERG. BURE. N
%%,

A highly standardized

and low-diversity
environment (with few IT

PRELE SR MRITE
a. R, BERSL.
AR BRI 2%
Standardized yet diverse
IT platforms, servers,
operating systems,
databases, and

B EMMEE A ITIE (
Blan, REARMN .
RS BIREMER. X
BNRANEE),

A highly diverse or
complex IT environment
(for example, many

e) ISMSSEEE A Fr {3 FA A9 9b
BRE=ARHNE
%,

The extent of
outsourcing and
third-party
arrangements used
within the ISMS scope;

77 RHOIE. REFHN
EESEN

No outsourcing and
minimal reliance on
suppliers; Or clear
specifications, good
management, and
monitoring of
outsourcing agreements;

SMETTIRTS T ISMSIATE;
The outsourcing party

has obtained ISMS
certification;

] RS R ARSI FERIR
=

Relevant independent
assurance reports are

available;

Multiple poorly managed
outsourcing agreements

The level and diversity platforms, servers, networks; different types of
of technologies operating systems, networks, servers, or
applied in the databases, networks, databases, and a large
implementation of etc.); number of critical
various parts of ISMS applications);
(e.g., the number of
different IT platforms,
the number of isolated
networks);
FEINEENHEEFNKe ZNEELARTSNIE @ SERBINEHIENT, ©
RN, SSMEEGE TG MINEEVEENBRK

T, FXHMBREESIE
EREE

High dependence on
outsourcing or suppliers,
which have a significant
impact on critical business
activities; or unclear
quantity or extent of
outsourcing;

ZORBEEERIMEH
W

Multiple unmanaged
outsourcing agreements;
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DEBRRGHAANREE,

The extent of
information system
development;

HENEBBERGEFXR,
No internal system
development;
EAREMIRETES
Use of standardized
software platforms;

AR, BEESR
EE/SHUNFES,

Use of standardized
platforms with complex
configurations/paramete
rizations;

(&) BB
(Highly) customized
software;

AT HEES (WEBH
FIMEAY)
Several development

activities (internal or
outsourced)

RENRERMTT R A,
FETHNERLSEHN
Y. FrEdtTamE.

A large number of internal
software development
activities, with several
ongoing projects aimed at
significant business
purposes.

8) BB EM IR E
BFREE;

The number of
locations and the
number of disaster
recovery sites;

RN TTAMER, B
BHE IR RIER
E=R7)

Lower availability
requirements, with no or
one optional disaster
recovery site

hEISHTAMER,
BERBEHE—ER
RAEWRE R

Medium or high
availability
requirements, with no or
one optional disaster
recovery site;

SURMEXR, Ha
TX240R %

High availability
requirements, such as
7%24 service;
AETATIRARERE
b5

Several optional
disaster recovery sites;
EFMRRL,
Several data centers;

h) 3 F B =S BIAIES
: fF & GB/
T27021. 1-2017h
8.5,3. SISMSHE%MY
TENKENRE

For surveillance or
re-certification audits:
Compliance with
ISO/IEC17021.1-201
5 section
8.5.3.regarding the
quantity and extent of
changes related to
ISMS

B ERBINMEFEZERE
£k

No changes have
occurred since the last
re-certification audit

ISMSEsEE & A
RERNEL, BFl:
KBS, XHRETWL
There are minor
changes in the scope or
applicability statement of
the ISMS, for example:
changes in policies or
documents;

M ERZFRBNEL,

The above factors have
slight changes;

ISMSHISE Bl =& At 7= B

BERZL, B, #Hrd
. RS BIT. X4,
REGTHEEIRTTE. K&,
Xt KEELE

There are significant
changes in the scope or
applicability statement of
ISMS, such as new
processes, new business
units, regions, risk
assessment management
methods, strategies,
documents, and risk
treatment;

MERFERERLNL,

The above factors have
significant changes;

A3 HIAX Rl R

Example of Audit Time Calculation
LU 7l A 7 IANEN LR A B MR 5 1 &b i IRBOR TH S AR N 8] o 2o 8] v 1 o AR I
5L, AL AT (1Y

The following example illustrates how the certification body uses Chapter 1 of this

management measure to calculate audit time. The audit time calculation in this example is

conducted as follows:

e HiE 5SS MALHICHEE IT)EE: RnlR A2 R EAMRE R E, FFxrss
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KA,

Step 1: Identify the (non-IT) factors related to business and organization: determine the
appropriate score for each category in Table A.2 and sum the results;

Ho e S IT MEAHRHIEE: RBIR A3 N RIE B ME, IS RRA,

Step 2: Identify the factors related to the IT environment: determine the appropriate score for each
category in Table A.3 and sum the results;

F=0P BT LR —PRIE UPINZ AR A4 PRBEERH, X EEPRH0n # AL I
(] ()R 5

Step 3: Based on the results of the first and second steps above, identify the impact of these
factors on audit time by selecting appropriate entries from Table A.4;

FVUE: RZIHE . HERZNERCEE 1) e Sz NRBORUE = 3 i 28 URHZ
DyPrheens, EARIEAT 2 bR R AR R I S AR

Step 4: Finally calculate. Multiply the number of auditor days determined by the audit time table
(Table 1) by the coefficient obtained in Step Three. When using multi-site sampling, increase the
calculated auditor days based on the workload required to execute the multi-site sampling plan.

XA RS A ) S 2N RHL

This result is the final number of auditor days.

A2 5N MALRGEE IT)HE XK E

Table A.2 Factors related to business and organization (non -IT)

% FlCategory 4MEScore
1. ALFRLENE—NEXBELSE, BEAZERNGUEA,
The organization is in a non-critical business area and is in an unregulated
SRBFEMER areas 2
Business type and 2. HLNEPLTRBY ST,
regulatory requirements The organization's clients are in critical business areas
3. HRRTFRBLSRE .
The organization is in critical business areas?
L. —ﬂxE’J W, PR—RHNEEENES, REEAREH T ILENARNERRNE
%, ROM™RERS,
General processes involving common and repetitive tasks; a large number of
personnel working under the organization's control performing the same tasks; few,
products or services;
. 2. —RUEFAEEMNER, PRAEN™RBIRSE,
HRESES . : ;
General but non-repetitive processes involving a large number of products or
Processes and tasks services:

3. BHRAMERE, RENFRHRS, HELFETEEEINEEER (ISMSEERMS
e, FPEENREES, FRFEN) .
Complex processes, a large number of products and services, with many business
units included within the certification scope (ISMS has highly complex processes,
or a relatively large number of activities, or unigue activities).

1. BERFHMESTINS, &) FEHMERER,
ISMS has been well established, and/or there are other management systems

BIRAERNEIIKE present; B N
Level of establishment of| > - HthERURNER, FLEAXE, FLIFEXME

the management system Elements of other management systems, some have been implemented, while others

have not;

3. MARELHAMEEER, SUSEFNEXEET.
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There has been no implementation of other management systems; ISMS is new
and has not been established.

E KBV ETERUTNEIRBALRSHOTE, XEQAHBRSESIERR. e, £F. FRMBUFER
RENRINES, MMTTRENEREMIEEERN AT,
‘Note: Key business areas are those that can affect critical public services, which may pose risks to health,

safety, economy, reputation, and government performance capabilities, potentially leading to significant
negative impacts on the nation.

A3 5 ITHEMRKE S
Table A.3 Factors Related to the IT Environment

3 FlCategory 4MEScore

1. ROMESERECNITESG. RS, BIERS. BIEE. NKE,
Few or highly standardized IT platforms, servers, operating systems, databases,

ITERNR IS 2R networks, etc.;
Complexty of IT 2. BEAREMITTES, REH. BIERG. KEE. FE;
Infrastructure Multiple different IT platforms, servers, operating systems, databases, networks;

3. REABMITES. REHR. BIERG. BIEE. W4,

Many different IT platforms, servers, operating systems, databases, and networks.

L. ROFAERBIN AR,

SHNB IR 7 (BFE Little or no reliance on outsourcing or suppliers;
— e ) 2. AEMRBONERHNE, XEIEHUNFERLEERVSENEX, EFR25H
SR AR BHEE LS ENIAE,
Degree of reliance on Some reliance on outsourcing or suppliers, which are related to certain important
outsourcing and business activities, but not all important business activities;
suppliers (including 3. BEARBIESENE, SIEIHRNENEZVSTESNEERAT M
cloud services) Highly reliant on outsourcing or suppliers, with a significant impact on important

business activities.

L. REREERRMNABRGE/ KB,

No or very limited internal system/application development;
s mGFE 2. AERSTRELEEZEVSENN. IBNIIENRG/NAFXR,

I Some internal or outsourced system/application development serving certain
Inf%rmatllon system important business purposes;

evelopment 3. BABRBSTEZUSEMMN. NBNIIENRG/ KAFE.
A large amount of internal or outsourced system/application development serving
important business purposes.

R A4 FBOW R W
Table A.4 Impact of Factors on Audit Time

WEBRE IT5 4
Business IT Complexity
Complexity 1k Low (3~4) 1 Medium (5~6) & High (7~9)
5 High (7~9) +5% ~ +20% +10% ~ +50% +20% ~ +100%
f Medium (5~ 6) —5% ~—10% 0% +10% ~ +50%
1k Low (3~4) -10% ~ —30% =5% ~ —10% +5% ~ +20%
w1
Example 1:
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ZHZMALA 700 N, FUHERYEER 1, HAIUCGMEF R 2 17. 5 AR ZHAANE TR
AU, N S FERR AR AR R AF 55 ELNIEE S ISMS o MR¥ER A. 2, W LAAR H 50125 F1 4 24HH
RIJET 4 1+1+3=5. ZHLBAARH W 1T TS MEHEE, EREMEM M. ZHARRH N
BN T RGES) . RAEFR A3, ATRISH S IT M8 MK 70 1+3+1=5. FIHFE A. 4, 7]
PAAS tH 12 B A% I ) TG 75 TR 8

The audited organization has 700 people, therefore according to Table 1, its initial
certification audit requires 17.5 audit days. The organization does not belong to critical business
areas, engages in highly standardized and repetitive tasks, and has just established an ISMS.
According to Table A.2, the factors related to business and organization can be calculated as
1+1+3=5. The organization has very few IT platforms and databases, but extensively uses
outsourcing. The organization has no internal or outsourced development activities. According to
Table A.3, the factors related to the IT environment can be derived as 1+3+1=5. Using Table A 4,
it can be concluded that the audit time does not need to be adjusted.

Bl 2:
Example 2:

BRI 1P RRXANAEL, HREHZMEHAR R HOBIF ST ISMS o RIER A 2, 5k
FRALFR R TR AR 1+1+1=3. MR A4, K15 H Ty 5%~ 10% 1) & A% |], B: &
PRI TEPRE D> 120 1.5 AR, 4205 16 £ 16. 5 A K.

This is still the organization from Example 1, but it has multiple management systems and
has established the ISMS quite well. According to Table A.2, the factors related to business and
organization will change to: 1+1+1=3. According to Table A.4, it will be concluded that the audit
time needs to be reduced by 5% to 10%, which means the audit time will be reduced by 1 to 1.5

audit days, changing to 16 to 16.5 audit days.
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