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management system certification audit time

1. HHY Purpose
Fyla 7 PSLEAREA X SRR IS 22 PR e R s TA S -

This document specifies the assessment time and schedule.

2. FHEMI%EE Scope

A FH I Sk 1) P b PR B BT A Bse iy £ 4H A -

Applicable to all organizations that intend to apply to our institution for management system
verification

3.f5#8 criteria

3L A NBE (% - BISSEESsmiE A E e - RS MR L BT 24 18
2R ] 2 58S (IAF MD 5) ~ IECQMRAI ~ BrinZe &5 B S had s lao i & (1ISO/TS
22003:2013) ~ ISO/ IEC 17021-1{F B FE 2/ & & H 2 4 a1 AV fE FH (1SO 13485) (IAF MD 9) ~
HillZ 2B RS RAERE s AR R0 (1ISO/IEC 27006:2015) ~ FSSC 220007 Z5(555H%) ~ AEJREEE
BB R (1O 50003:2014) -

The number of personnel based on DETERMINATION OF AUDIT TIME OF QUALITY,
ENVIRONMENTAL, AND OCCUPATIONAL HEALTH & SAFETY MANAGEMENT SYSTEMS
(IAF MD 5), Food safety management systems — Requirements for bodies providing audit and
certification of food safety management systems (ISO/TS 22003:2013), IECQ Rules of Procedure —
Part 5, Application of ISO/IEC 17021-1 in the Field of Medical Device Quality Management Systems
(1SO 13485) (IAF MD 9), Information technology — Security techniques — Requirements for
bodies providing audit and certification of information security management systems (ISO/IEC
27006:2015), FSSC 22000 Scheme (\Version-5), Energy management systems — Requirements for
bodies providing audit and certification of energy management systems (ISO 50003:2014).

4. EF LG FEZ A H1E%E The basis for management system assessment assessor
4.1 QMS S'E B B 2 40 N B RS LI ] Z TR 4 (BR W K FE %) The basis for quality
management system valid assessor and assess time( for initial assessment)

BN Valid | 55— P+ RS HRNE 55— P P+ 55 g BRFE AL
person humber (FK)Stage 1+Stage 2 assessment Valid person number of | fi] (X ) Stage 1+Stage 2
of application. time (day) application. assessment time (day)

1-5 1.5 626-875 12
6-10 2 876-1175 13
11-15 25 1176-1550 14
16 - 25 3 1551-2025 15
26 - 45 4 2026-2675 16
46 - 65 5 2676-3450 17
66 - 85 6 3451-4350 18

86 - 125 7 4351-5450 19
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126 - 175 8 5451-6800 20

176 -275 9 6801-8500 21

276 - 425 10 8501-10700 22

(ISR ¢
426-625 1 >10700 According to front level

it 1 R AN SRS R E AT e T P B PR s -

Remark1: Valid auditor number of this table shall be regarded as a continuum of statistics rather than
periodic change.

if 2 T WIS — PR EL B B AR T EC IR RI By 1/3 B2 2/3 -

Remark?2: the assessor number and time for the first and second assessment in initial assessment shall
be 1/3 and 2/3.

5E 3 L IBEE AR BHIRFEZ A KA U3, E i bassfe i AR Bt RFEZ A KA 2/3
Remark3: the assessor number and time for track assessment shall be 1/3 of initial assessment. the
assessor number and time for re-assessment shall be 2/3 of initial assessment.

4.2 EMS BB H 240 A SN BEFE LR 8] 2 B R (IR W) ER%)
EMS - Relationship between Effective Number of Personnel, Complexity and Audit Time (Initial
Audit)

Number of 1 + Stage 2 (days) Effective Number| (%) Audit Time Stage 1+ Stage 2 (days)
of Personnel
Personnel % o %, 411 3 o ", 412
1-5 3 25 25 25 626-875 17 13 10 6.5
6-10 3.5 3 3 3 876-1175 19 15 11 7
11-15 4.5 3.5 3 3 1176-1550 20 16 12 7.5
16-25 55 4.5 35 3 1551-2025 21 17 12 8
26-45 7 55 4 3 2026-2675 23 18 13 8.5
46-65 8 6 4.5 35 2676-3450 25 19 14 9
66-85 9 7 5 35 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 R U S
Follow progression above

it 1 EREA RS Ry B B T B M RS B PR -

Remarkl: Valid auditor number of this table shall be regarded as a continuum of statistics rather than
periodic change.

i 2 ¢ WIRFERL B —PE B g B RS AR Y BC IR IR 1/3852/3 -

Remark2: the assessor number and time for the first and second assessment in initial assessment shall
be 1/3 and 2/3.
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=¥ 3 1 IBEEZ AR B RFEZ AR U3 EH s e N\ K B KFEM A KA 2/3 -
Remark3: the assessor number and time for track assessment shall be 1/3 of initial assessment. the
assessor number and time for re-assessment shall be 2/3 of initial assessment.

4.3 OH&SMS B2 1 A EFE 40 A SN B BLRE LI ] 2 BRA (PRI TFERZ)
OH&SMS - Relationship between Effective Number of Personnel, Complexity Category of OH&S
Risk and Audit Time (Initial Audit)

AYANEH | B MR B R (| ARAEH | TERERE PR PR (
Effective Number | X) Audit Time Stage 1 + Stage 2 |Effective Number of | &) Audit Time Stage 1 + Stage 2

of Personnel (days) Personnel (days)

® i e ® ¢ s
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 3.5 3 1176-1550 20 16 12
16-25 5.5 4.5 3.5 1551-2025 21 17 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 9 7 5 3451-4350 27 20 15
86-125 11 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 LR /S
Follow progression above

it 1 AR BUAS R E 4R T e I ERS B s -

Remark1: Valid auditor number of this table shall be regarded as a continuum of statistics rather than
periodic change.

i 2 L VISR — B EL B B B2 AR TR Rl Ry 1/38H2/3 -

Remark?2: the assessor number and time for the first and second assessment in initial assessment shall
be 1/3 and 2/3.

5 3 1 IBEFE AR BRI RFEZ AR U3, B bass ez AR Bl RKIE N KHY 213 -
Remark3: the assessor number and time for track assessment shall be 1/3 of initial assessment. the
assessor number and time for re-assessment shall be 2/3 of initial assessment.

4.4 QC080000 755 N\ EAFERZ IR ] 2 el {#

5z § ;‘ E\ > c LA %-\, 5 EI
SRR R EiRE AR
ATH S5 I IR I (V1 R R | FBEA
Certified Entity . e Initial Assessment Document F Annual
Initial Assessment Recertification . A .
Number of . . Review Days. Re-certification | Surveillance
On-site Days assessments On-site Days .
Employees Document reviews as necessary
1-75 2 1.5 0.5 1
76-150 3 2.5 0.5 2
151-600 4 3 1 3
601-1000 5 4 1 3
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1001-2000 5 45 1 4
2001-3000 6 5 1 4
3001-4000 7 6 1 5
4001-8000 8 6.5 1 5
8001-15000 8 7 1 6
15001-20000 9 8 1 6

0 BRI R AR DL T se B R I - (E A N RE i E30% -
Note: The increase or reduction in the times shown above table may be altered due to the factors

described below, but not more than 30 %.

77 A E

A5 B ZEEEE

calculation

H 24 (R ) RFEZ G 251 & FSMS Minimum initial audit time

BEARGEIEHE | 5485 HACCP 2 | A £fH & 8 T A
- D B RIR| SRR T o ‘
JU5I 35151 category | 7 Basic site audit Audit days per | Effective number of é"’; ch of the
or subcategory duration, expressed | additional HACCP | full-time equivalent .. .
. . . additional field areas
in audit days review employees .
to visit
To Th Tere
Al 1.0 0.25
All 1.0 0.25
BI 1.0 0.25
BII 1.0 0.25
BIlI 1.0 0.25
CO 2.0 0.50
Cl 2.0 0.50
Cll 2.0 0.50 1to5=0
Clll 20 0.50 6 t0 49=0.5 (IS AL R
50 t0 99=1.0 ~ 50%
D 1.0 0.50 200 to 499=2.0 50% of the minimum
500 to0 999=2.5 on-site audit time
E 15 0.50 100023
Fl 1.0 0.50
FIl 1.0 0.50
G 15 0.25
H 15 0.25
I 1.5 0.50
J 15 0.50
K 2.0 0.50

Tyt —{@ HACCP AEHIAK » Wifll HACCP 0 0.5 AK » =f@h0 1 AKX » EHED 1.5 AK:--- PALERHE -
T © AHACCP does not need to be added, two HACCP plus 0.5 person days, three plus one person day, four

plus 1.5 person days... and so on

F/'5
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A BRESES - BRI RERFEIR EREAE > SESE R 1K - EEE
PHEIAIEEE R - BB GRS - AR E T8~ SHBRE R B0E e - SUE S5
#[E N2 TsEFE/ DT LS FERZK » AT 4 S fZ R -

Note: In addition to the home area, each field of the audit time calculated on the basis of each field at
least 1 audit day. If it is properly documented and justified, for less complex organizations, the audit
time may be reduced by the number of employees, the size of the organization and / or the quantity of
the product, or the time of the Ts in each category is less than 1.5 audit days.

4.6 BiF M B EHE ARG EYIXIEXIFHE 25 HE MDQMS minimum initial audit time

calculation

Effective Number of  |Audit Duration Effective Number of  |Audit Duration

Personnel Stage 1 + Stage 2 (days)Personnel Stage 1 + Stage 2 (days)

D IEF BN B G YNED 1 (3R BB FEZABB 1 BB BR (R
1 FEB+2 PEB (RD

1-5 3 626-875 15

6-10 4 876-1175 16

11-15 4.5 1176-1550 17

16-25 5 1554-2025 18

26-45 6 2026-2675 19

46-65 7 2676-3450 20

66-85 3 3451-4350 21

86-125 10 4351-5450 22

126-175 11 5451-6800 23

176-275 12 6801-8500 24

276-425 13 8501-10700 25

426-625 14 >10700 i L4514 hn Follow progression above

A R AHEORZE - BRI HECN BE 20 S (BRI FERZIS T 20% -
Note: Factors that may reduce the audit duration - but not by more than 20% in minimum initial audit
time.

=

4.7 B Z S A i (S RFEZISE] 27 51 ISMS minimum initial audit time calculation

AR S T Z TEAEL
Number of employees
under organizational
control

ISMS FJIRFER% Z FE%

il (F81% B RE)
Auditing time of ISMS
initial audit (man-day)

A T 2 T/EAEB
Number of employees
under organizational
control

ISMS FIIXRFER% 2 FE % s

(% B RE
Auditing time of ISMS
initial audit (man-day)

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
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276~425 15 8501~10700 28
426~625 16.5 > 10,700 P iE ot
626~875 17.5

A R TR T A S S PR nT SEEL A LIRSS R - FERLIRRfEI R b At AV RE AL e A HE
Dk 30% o HFfE =R 2 TR B FHE M E Al sk -

Note: To ensure effective audits and ensure reliable and comparable results, the audit time provided
on the audit schedule should not be reduced by more than 30%. The justification for the time
difference should be recorded in writing.

4.8 FSSC 22000 s g] RFEMZIE ] 2 515 FSSC 22000 minimum initial audit time calculation

Ts + Trssc
Ts:
J_%ZIK&%IE\%Q‘%F}%E H—%E7N HACCP % | Bz £ HE B S > 5N
- R DIERRIR|  RAIER R T# i ‘
KR EGICE I category | 7% Basic site audit Audit days per Effective number of ; ch of the
or subcategory durguon, _expressed addltlona! HACCP | full-time equivalent T e p—
in audit days review employees 0 Visi
0 visit
To Th Tere
Al 1.0 0.25
All 1.0 0.25
BI 1.0 0.25
BII 1.0 0.25
Bl 1.0 0.25
CO 2.0 0.50
Cl 2.0 0.50
Cl 2.0 0.50 1t05=0
cI 20 0.50 6 t0 49=0.5 B (AL ]
5010 99=1.0 ~ 50%
CIV 2.0 0.50 100 to 199=1.5
D 1.0 0.50 200 to0 499=2.0 50% of the minimum
500 to 999=2.5 on-site audit time
E 15 0.50 210003
FI 1.0 0.50
Fll 1.0 0.50
G 15 0.25
H 15 0.25
| 15 0.50
J 15 0.50
K 2.0 0.50

T+ —(E HACCP REHIAK » RefEl HACCP 1 0.5 AR » =fhn 1 AKX » PUEfD 1.5 AR PABLEEHE
Th : AHACCP does not need to be added, two HACCP plus 0.5 person days, three plus one person day, four
plus 1.5 person days... and so on
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Trssc:
# B K& Considerations AREL auditor day #5E note
/DN 0.25 AR
B HE % “EAH Preparation At least 0.25 auditor day shall be
added
/DI 0.5 AR
FEI% & Reporting time At least 0.5 auditor day additional
shall be added
AR R PRP BTN 1-249 A

AH A A B A
Organization size and
complexity

(RN E R G ik T i
#F4 (including food fraud
prevention and food defense

assessment)

e/ DIETN 0.5 AR
At least 0.5 auditor day additional
shall be added

LK HACCP: 1-2 JH
when the company has less than
250 FTE & 3 HACCP studies

DI 1 AR
At least 1 auditor day additional
shall be added

ST ANEZL 249 N

5, HACCP: ZJA 21H

when the company has 250 FTE
or more OR 3 HACCP studies

or more.

YN

Use of an interpreter

/DI 0.5 AR
At least 0.5 auditor day additional

on-site audit time shall be added

BN ()
Off-site storage

B/ IN 0.25 K
At least 0.25 auditor day
additional on-site audit time shall
be added

sl A

for each off-site storage facility.

P LA =, i AER
1 T 5 ) 408 T 42 ) ) LA
Organizations with a separate
head office. For organizations
where some functions pertinent

to the certification are

B/ HEN0.5 AR

R A EAENBRLE
B35 2 INFeR% A AR S ME
AR When the responsible
person from the head office

attends the audit at

manufacturing site, no extra

F/'5
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controlled by a head office
separate to the manufacturing
site(s).

audit time is calculated.

o e 48
e
where the shared functions are
controlled by the (off-site) head

P AR D RE L

(RS ERETh
2 AR 20% [ FE A% Ry ]
A maximum of 20% audit time

reduction can be allowed for each

ISO 22003:2013 fff$5% B [
%€ as shown in ISO/TS
22003:2013, Annex B.

office. of the single manufacturing sites
2 ] AR 5 15 B 1) R adh A
¥, LA Ts I 50%01FE
s ], 388 S BRI 25— 335
AT AR i R SRR I G A I ]
B AMEE)

Organizations with off-site
activities

B — 118 5 2 (8 A 2 B %
ETRE IS

—il 55 5
i % WD SRE RZ R [ Y 50%
each secondary site, maximum of

50% audit time reduction

In manufacturing organizations
with off-site activities where
one or more process steps

take place at a secondary site, a
50% audit time reduction based
on Ts is applied for the
minimum calculated total
on-site audit time for each

secondary site.

1 % FSSC22000
Transition to FSSC 22000

/b ) FSSC22000 Hi 3578 1 iy
RS IR [ 2 A 1 G A R i 1)
213, /D21 KRB /M), 218
Fiin_E FSSC 22000 ZE4MFE
IRy [l | i

FSSC 22000 certification on-site
audit time shall be two-thirds of

the minimum

the initial certification audit time,
with a minimum of 1 auditor day

(8 working hours) on-site plus the

Hi Dutch HACCP .  1SO22000
572 GFSI [A] 2 1) B 2
FSSC 22000 =& RF when
transitioning from Dutch
HACCP, ISO 22000 or a GFSI
recognized certification to
FSSC 22000 certification.

F/'5
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FSSC 22000 additional audit time

as defined above.

FSSC 22000- 52 B %
FSSC 22000-Quality

LE)2 1SO 9001 2esft, FEAZHIHS 7> EH] IAF MD5 HEAT 15

2 FE K% JRHI A FSSC 22000 1 1SO 9001 &% 45 & M1 1AF
MD112.1.5.1

1. The audit time for the ISO 9001 part of the audit shall be
calculated using IAF MD 5.

2. The audit duration for the integrated FSSC 22000 and ISO 9001
audit shall be based on IAF MD 11, section 2.1.5.1.

4.9 GEHE H 2 R R W RFEFZ IS ] 2 15 EnMS minimum initial audit time calculation

REREEL 290 A B 8 Numben:H4: Complexity
of effective employees in EnMS & Low ' Medium = High
1~15 3 5 6
16~25 4 6 7.5
26~65 55 7 8.5
66~85 6.5 8 9.5
86~175 7 9 10
176~275 7.5 9.5 10.5
276~425 8.5 11 125
e i T PR A 425 (i7FY EnMS AN B 2 FEIFIR - FERFAZ H N
> 426 HEA R 2 485 - The certification body can provide an audit schedule for]
more than 425 effective EnMS personnel. At this time, the schedule should be
in accordance with the level in this table.

F/'5
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