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BEARNE. RS MBS E RN

Management Rule of Management Systems and service Certification Fees

1 HESFERERE

9 BnsEAT YR ZUAES TR A, VSRR ZRAT N, ARYPAIERUT B 2, (R
WE TAEM KR, FefliT AB N .  To strengthen the management of the certification body
certification fee, standard certification charge, protect the interests of both the certification, to

promote the development of certification work.

AFNEH Tt LRI OGEA R STEA 7 (K BCC) BT & HYE BRAK 5 SR S5 UIE
CRERFBUE BEAR R ER AN, FHARPBUE BAAR R WSO GPL-24  CRIRBUE BLAR R GIE) 1)
AL Al 25 W 2% - This Rule shall apply to the service charges for management system and service
certification (excluding the Intellectual Property Management System, which is governed by

Document GPL-24 "Charging Rules for Intellectual Property Management System Certification")
conducted by BCC Inc. (abbreviated as BCC).

2 WFHRHIFEAREN Basic Principle of Charge

BCC MK #E IR A%/ 5 & i) TAE R (NHEO HlE AR SN . YIRS A%/ & TR &
CNHHD R AT AEA SRR V25 U . o ey sl S H At w498 i 8] 2% 4 [ o e
) K2 [ 5\ AT R 1A R B R Hf % « BCC formulates these charging rules based on the workload
(person-days) of certification audits/reviews. The workload (person-days) for certification
audits/reviews shall be determined in accordance with international guidelines and the relevant
requirements of the China National Accreditation Service for Conformity Assessment (CNAS),
taking into account the scale of the certification applicant organization, the number of business

areas, professional characteristics, and other factors that may increase or decrease the workload.
3 ﬁ% Declaration
3.1 78 5 MO BUR RN A2 w] R B R B 2 IO, 9 R o) B IR J7 3 4 2%

AR Z) 1 L » BCC has the right to adjust fees according to the relevant pricing policy adjustments, and timely

notifies the adjustments to clients.

3.2 WIEBRA A A ME— W 55 KR, AU AR A FIERIZME . ALk A IEVE, Rt
— Y1 )it B DR, R I 48 B 75 BH . We formally declare here that certification fees are the company’s
sole financial source. We decline any of our clients’ gifts or sponsorship, in order to maintain the objectivity,
independence, and impartiality of BCC’s certification activities.

4 q&%ﬁ‘?ﬁ Charging standard
4.1 W HrUE Charging standard

5 WeBk B W BARAE (AL JT) 1
No. Item Standard (Unit: Yuan)
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GG e FHAIE
Initial Surveillance Recertification
1 FiE ot 1000 / / AEH, TH
Application fee RMB
2| AR/ 3000-10000% A | 3000-10000% A\ | 3000-10000% A
Audit fee H % H % H %
3000-10000*per | 3000-10000*per | 3000-10000*per
son-day(s) son-day(s) son-day(s)
3 HESEM 2 (BEH 2 2000 / 2000
Certification decision and
registration fees (including
certificate fee)
4 | EeEES (SREAH / 2000 /
0]
Annual fee/Semi-annual fee
(including mark use fee)

4.2 Wi Explanation of Charges
4.2.1 FIRINIEF FH : Initial Certification Cost
® IiF % 1000 yu O T Z A& RIGESCWCH— 14 15 %) . The application fee is 1000 yuan

(application fee is charged for only one time for multi-system certification).

® IR/ FEAIRE L/ BRI R N B CRABO OB B R N I
FRAEN 3000-10000 JG. 25T BAUESIRA) AL AR XU A5 0 K TR IR IR NAFAE 22 57
FL AR 2 b o B AR 5 AN [R) DR A3k T LA E -« Audit fee is charged on basis of the actual
man-days needed (total) for initial audit. Standard for each audit man-day is RMB 3,000~10000 yuan.

® HE HyEM PR CEUET 2% )2000 JU/AK F o Certification decision and registration fee (include certificate
fee) is RMB 2,000 yuan per system

4.2.2 fREER (W) #/H: Certificate Maintenance (Surveillance) Fee:

® HAX/HI AT ARME AR/ AR RN CRBO WG BRI AN H B RS
#£9 3000-10000 JG. T A VIESIHAI LRI . KGEH R IRINAFEZE R, B
AR B o YHE o MR 408 AN [E) A IE A5, T L% %€« Audit/Review Fee: Charged based on the total
actual person-days required for surveillance audits/reviews, with a rate of RMB 3,000 to 10,000
per person-day. Given the differences in professional complexity, risk level, and resource
investment across various certification fields, the specific fee standard shall be determined
based on the respective certification field.

® & (EIREMHY, HaTHEE AR (SAB00) FRAM) 2000 Ju/ k&R, MG —
X » Annual Fee (including logo usage fee, excluding SA8000): RMB 2,000 per system, payable
annually.

® I IEEHMAAR (SA8000) {REFUEFE: 2P INIEH AR A REFUETS 2% ] 2000
TOME R, BREERZN G B TGRSR R FRIE T 9 2000 Jo/AA R, BFESRN
— X . Certificate Maintenance Fee for SA8000: For multi-site certified organizations: RMB
2,000 per system, payable semi-annually; For single-site certified organizations: RMB 2,000
per system, payable annually.

4.2.3 HIAE# F: Recertification Fee:
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H3E 2 AEUETAA BOWWAT, WRE EFEN (AR, SR S 9t .
Application Fee: Prior to the expiration of the certificate validity period, the certified
organization may apply for re-registration (recertification), and no application fee shall be
charged for re-registration.

HAZ/ B VRS R/ AL a AN CR B0 WO, R Rz B H Uk
pR#EDY 3000-10000 TCo 4T WAL LA R AL RS 5 N BEIRBNAFAEZE 52
AR B bR AR 48 S A AT T DA% 52 - Audit/Review Fee: Charged based on the total
actual person-days required for recertification audits/reviews, with a rate of RMB 3,000 to
10,000 per person-day. Given the differences in professional complexity, risk level, and
resource investment across various certification fields, the specific fee standard shall be
determined based on the respective certification field.

HOE SyEM P CEUEF %% ) 2000 JG/4K R . Assessment and Registration Fee (including
certificate fee): RMB 2,000 per system.

4.2.4 By K (BT FEEE) HILZ/FEAHA: Separate Audit/Review Fee for Scope

Expansion (or Address Relocation, etc.):

A%/ A B AR AR A SERR TR N H CR B WG RS AR /B AN H AU R bRty
3000-10000 7. 4TS IANUEGUR I LN R A8 X5 9 S BHIRINAFAE 22 57, B AR
PR AR B A A DIESIIR T LA € - Audit/Review Fee: Charged based on the total actual
person-days required for the audit/review, with a rate of RMB 3,000 to 10,000 per person-day.
Given the differences in professional complexity, risk level, and resource investment across
various certification fields, the specific fee standard shall be determined based on the respective
certification field.

4.2.5 HAh3F: Other Fees:

HIANAE S PR AE Y G SR 3R P S SR AR Cg A, S B & —3k. an RIKAIE
LS MU TUE BN ENIE-BEIA, B RIEH 2 7 24 R AR 15, RETKAE S S5 Usci
WE il E T A& %% 50 JC. For initial certification and recertification, one original certificate
(including attachments, if any) in both Chinese and English shall be provided free of charge. If
the certified organization applies for the issuance of sub-certificates, additional duplicate
certificates, or certificate reissuance due to its own needs, a certificate production cost of RMB
50 per certificate shall be charged separately.

HT BCC R (. B4, IThEAFEE) 75 E NSRS AR 1 BUAE M B o A%/ A IE
RIE FERHT, SRIEHSEREHAIETH), BT HATRRUEAD WO/ T A g .
Certificate reissuance required due to reasons attributable to BCC (e.g., name change, address
relocation, etc.) or requested by the certified organization prior to the completion of the
certification decision for surveillance audits/reviews shall be provided without any additional
certificate production cost.

H - VIR F 3 7 TR BT T 75 48 00 o A% /o A TR I, BT B P XU IR S S AR SAT . If
additional audit/review time is required due to reasons attributable to the certification applicant,
the corresponding fees shall be paid separately upon mutual negotiation between both parties.

WTCHRFIRLITE , A%/ o B R B A%/ AR, W/ BT R A& T8 ZSE AR
PE SR R A 4 B IR ZH 217K $H . Unless otherwise agreed, the accommodation, catering,
and transportation expenses incurred by the audit/review team from the departure for the
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audit/review to its conclusion shall be borne by the certification applicant based on the actual
amount incurred.

® RIEVIEMMZER, JAEHEFHL R STUEE AR (SAB000) TAIE, MAEHIIKIA
E B A% BT DA R FRUE B A2 BT, 72 SAT Wb AT At s fe g B bl 2 H O 300 &4
(USD300) , HNiEH 5 7 4H 2 5§47 7K 0 . In accordance with the requirements of
certification rules, organizations applying for Social Accountability Management System
(SAB000) certification shall complete the Social Fingerprint self-assessment on the SAI
website prior to the initial certification audit and recertification audit. The fee for this
assessment is USD 300, which shall be borne by the certification applicant organization itself.

4.3 W73, Payment Methods

4.3.1 g R NAENIES [FIZEIT 2 Hi2 30 H A HIAIE G250 4545 BCC. The Application
Fee shall be paid by the certification applicant organization to BCC within 30 days from the date of
signing the certification contract.

4.3.2 FIUNIE S FRIER S /8 A 2 50% 8 TIANIEE [F2T 2 HA2 30 H A HIE R 4H
IS4y BCC, R0 (1 8 A%/ A 2 N I 7 o A% AT KA « Fifty percent (50%) of
the Audit/Review Fee for initial certification and recertification shall be paid by the certification
applicant organization to BCC within 30 days from the date of signing the certification contract, and
the remaining portion of the Audit/Review Fee shall be paid in full prior to the on-site audit/review.

433 HE SIEME (FIER) NAEDS H /4B e B 30 I, HIANERE4HL
f}45 BCC, BCC KL% %K IE. The Assessment and Registration Fee (including certificate fee)
shall be paid by the certification applicant organization to BCC within 30 days from the date of
completion of the on-site audit/review. BCC shall issue the certificate only upon full payment of the
fee.

434 4 (BREMEHT « PIOESFEIEG, 48558 R0 B i iZ/6E a Rk
A} Annual Fee (including logo usage fee): Subsequent to initial certification or recertification,
the Annual Fee shall be paid together with the surveillance audit/review fee for each cycle.

4.3.5 WE S/ A A MK (B AEAR AR ) A/ A B BRI U AL 2 R A 1T
TG0 A%/ A, N TR A%/ BRI 45 H N —IX3fF. The surveillance audit/review
fee, the separate audit/review fee for scope expansion (or address change, etc.), or additional
audit/review fees required due to reasons attributable to the certification applicant organization shall
be paid in full within 45 days prior to each audit/review.

4.3.6 UEHH/E TARERAEMEDHER 5 HNATE. The certificate production cost and other
relevant fees shall be paid in full within 5 days prior to the certificate production.

4.4 NHZE 1 Methodology for Determining Audit Person-Days

NBHS 2% 4 AT R R NS SR/ B2 (RIH . FRGIE. A ED L AR
Fra . KUARRE . ATLRS R B RA RS . ISR R NH BRSO
A%/ AR RS L AR A 2 T O] AN ELIE BRI R) L T A A A
AW [E] 5 The number of audit person-days is related to factors such as the number of relevant
personnel of the auditee, audit type (initial audit, recertification, and surveillance), certification

scope, risk level, industry characteristics, management system maturity, and multi-site operations.
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The number of person-days includes time spent on document review, audit team preparation, on-site
audit, and final report preparation; it excludes travel time, pre-audit/review, and other such time

expenditures

QMS. EMS. OHSMS. ISMS. ITSMS. FSMS. HACCP. EnMS . ISO 13485. SA8000
RS WTE N HAZ M BTN H B AT, BB A P i N H Bz D) o N H #0173 1H 5
FVGE S AT HR N HE Dy N B8 2/3 tH5 . 2908456 5% T DL % H 80T 78
LRTRC AR NI RE - it B 3 e i N T 1 e KT B i G N R W B WA S = DR )
S, bR A E N BT 5 . For the initial audit of QMS, EMS, OHSMS, ISMS, ITSMS,
FSMS, HACCP, EnMS, ISO 13485, and SA8000 systems, the number of person-days shall be
implemented in accordance with the specifications in the attachment. The number of person-days
required for surveillance audits shall be at least one-third (1/3) of the initial audit person-days, and
the number of person-days for recertification audits shall be at least two-thirds (2/3) of the initial
audit person-days. For combined audits across multiple schemes, the total number of audit
person-days may be appropriately reduced based on the sum of person-days for single-field audits.
The reduction is typically determined by factors such as the number of fields involved, the
integration method, and management system maturity, and shall be calculated based on the actual

number of audit person-days incurred.

A A3 A% /o A A% A N H B0 e B L5 A E R U . For other schemes, the
rules for determining the number of audit/review person-days shall be in accordance with the

certification rules of each respective field.
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M 1 RE. FRARVERZEEEEARSALAR
Annex 1 Total Audit Person-Days Table for QMS, EMS and OHSMS
QMSEANHFE
Total Audit Person-Days Table for QMS
- B A T —— B A T
, SR B 2B B (R) , BB+ 2R (R
Effective number of . Effective number of L
personnel Audit time personnel Audit time
Stage 1+ Stage 2(days) Stage 1+ Stage 2(days)
<15 2.5 876-1175 13
16-25 3 1176-1550 14
26-45 4 1551-2025 15
46-65 5 2026-2675 16
66-85 6 2676-3450 17
86-125 7 3451-4350 18
126-175 8 4351-5450 19
176-275 9 5451-6800 20
276-425 10 6801-8500 21
426-625 11 8501-10700 22
TR b 32 AR
626-875 12 >10700 The rest may be deduced
by progression law

S 7€ e ARSI IE MY 55 38 591 £, WAALE B A 0 20y N2 AE 422 AR v 55 F A4 W AZ I 18] P Rtk L=, 22 /04800 10%.
For those identified as high-risk certification service categories, the certification audit activities shall be increased
by at least 10% on the basis of the audit time calculated according this table.

EMSE AN HE
Total Audit Person-Days Table for EMS

BHRAS B LI [A] BHRAS B LI [A]

Effective FIBR+E20 B (R Effective B R2MB (RO

number of Audit time number of Audit time

personnel Stage 1+ Stage 2(days) personnel Stage 1+ Stage 2(days)

= ol {(i8 AR = ol {[iS AR
High | Medium | Low Limited High Medium | Low Limited
<15 4.5 3.5 3 3 876-1175 19 15 11 7
16-25 5.5 4.5 3.5 3 1176-1550 20 16 12 7.5
26-45 7 5.5 4 3 1551-2025 21 17 12 8
46-65 8 6 4.5 3.5 2026-2675 23 18 13 8.5
66-85 9 7 5 3.5 2676-3450 25 19 14 9
86-125 11 8 5.5 4 3451-4350 27 20 15 10
126-175 12 9 6 4.5 4351-5450 28 21 16 11
176-275 13 10 7 5 5451-6800 30 23 17 12
276-425 15 11 8 5.5 6801-8500 32 25 19 13
426-625 16 12 9 6 8501-10700 34 27 20 14
626-875 17 13 10 6.5 >10700 GG I 5 A
The rest may be deduced by
progression law

A7 H#5:2017/10/27 4447 B 3#8: 2026/02/10 %276 8 #: 2026/03/01 6/14
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RligmzeEHlEREABR
Total Audit Person-Days Table for OHSMS
BB BRI 8] —— BRI 8]
. L Effective number of .
effective Audit time Audit time
personnel
personnel Stage 1+ Stage 2(days) Stage 1+ Stage 2(days)
[ ai fik [ H ik
High | Medium Low High Medium Low
<15 4.5 35 3 876-1175 19 15 1
16-25 5.5 4.5 3.5 1176-1550 20 16 12
26-45 7 5.5 4 1551-2025 21 17 12
46-65 8 6 4.5 2026-2675 23 18 13
66-85 9 7 5 2676-3450 25 19 14
86-125 11 8 5.5 3451-4350 27 20 15
126-175 12 9 6 4351-5450 28 21 16
176-275 13 10 7 5451-6800 30 23 17
276-425 15 1 8 6801-8500 32 25 19
426-625 16 12 9 8501-10700 34 27 20
626-875 17 13 10 >10700 JEAE b 3 gt R A
The rest may be deduced by
progression law
b 2 B REEEA RYINIE R D R TR
APPSR B AT ) | Bl AL B A A | RN — A HACCP B | 5T %04 H i i T4
(F1%K) TD H#RZEMMEZAR | ERHFZK Tex
TH
Al 1.0 0.25 1to 5=0
All 1.0 0.25 6t049=05
50t0 99=1,0
BI 1.0 0.25
100to 199= 1,5
BII 1.0 0.25
200 to 499 =2,0
BIII 1.0 0.25 500 to 999 = 2.5
CO 2.0 0.5 >1000 =3
CI 2.0 0.5
cn 2.0 0.5
CII 2.0 0.5
CIvV 2.0 0.5
D 1.0 0.5
E 1.5 0.5
FI 1.0 0.5
FII 1.0 0.5

A7 B #:2017/10/27

#9T B #: 2026/02/10

%276 8 #: 2026/03/01
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G 1.5 0.25
H 1.5 0.25
I 1.5 0.5
J 1.5 0.5
K 2.0 0.5

1 B I b I TE] Ds:

Ds= (Tp+Tu+Trre)

X

2. ZI3HrHT I

1) v R RE B B A% I 1 S N 1R 32 4% T 80K T Ds
2) BN AL P DL A% S SR 18] B4 T R TiZ 3 i Ds (1 —7> 2 —

TD- I3 i A% [ A B i)
TH-E-84i—/ HACCP T H 75 B34 0 11 57 A% R %k
TFTE-J& T 51 T 40E 75 2880 i) o A% K 4.

3 MR S 66 RIS D010
M R D T SRV E 6 B T =40 2 —, I 1 R TR A B 0
0.5 KD+ FEAUERI BB T SLREAIVCAE BN IO =52, AR I D 1R L) A B

/BN 0.5K) .

M 3 EESTSREEH S (HACCP) A RINESR/D B 0 E

1. FIYGAES > B A% [A]
L1, B3P i) fe /b HAZ IS AN Ts+Ta:
(1) Bl #H L] Ts= (To+Tu+Tvs+Trre) > 2CH & IIBS EARYE R 3.1 715,
3.1 LA R (A

ind | HAHACCP | BHIRHEEAR | BT A THEREEN | N
- X . L I B IN— %
Tl | A | DUHTEI | AR ERn ) ) A% R 3
. X N . . T 5 18 0 i B b
FH) | KFE(To) 1 B A% R A 1% R EU(Tws) (TrrE) T
B A% It ]
(Tw)
C 1.5 0.50 1~19=0
D 1.5 0.50 20~49=0.5
E 1.0 0.50 50~79=1.0
F 1.0 0.50 80~199=1.5 B /b 37w A% T
0.25
G 1.0 0.25 200~499=2.0 7 50%
I 1.0 0.25 500~899=2.5
K 1.5 0.50 900~1299=3.0
1300~1699=3.5
KA B #5:2017/10/27 3T B #: 2026/02/10 %36 8 #: 2026/03/01 8/14
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B | G HACCP | BMXMEMIAR | TR THEREMN |
- . 8 o 800 B
T | REEA | DIH T ESG I | AR R EERG N (1) A% R
‘ ‘ e ) 7 1 e
)| BFE(To) [ B A% R A 1% R EU(Twms) (TrrE) T
T R A% B (1]
H

1700~2999=4.0
3000~5000=4.5
>5000=5.0

(2) Ta >y HACCP \E R B I Ea AZ s 18] o AR PR Aol N G U1 Tin & 3.2 F Xk [ AR B A% B 1] o
%% 3.2 HACCP e #% i 18]

N HACCP P s % i [a]
AL R A
TA
BT A\%<<200, H HACCP Ti H<3 1.0
51T AN¥>200, B HACCP Iji H >3 1.5

(3) Spe/b W AZ BT A0 FE T VA 4 365 — I BRORH 55 T B P o A I TR, AL AS 648 B A 1 48 A i 1) A%

=R olinnE

1.2, FEZI 2 A3 035 Bt (0 R o A% I ARG 26 3.1 1158, SR, KU AR 2R AR . 4R R R E
wi FBNERR B DR D ER R A AR R AR S IR 2, R 28 R/ 8 n 7 B B o A T, {ELk
/LI TAIAS R 3k 12747 P R Bl o A I 1] £ 50% 6 45537 T 7 43 30 86 00 %2 £ A e A% ) 1) TA

2. WEREAESR D &% E]

2.1, MBI BRI AN TS =702 —+TA, HEZIEART 2 K.

2.2, FAMER BB TS =702 —+TA, HEZEEAR DT 2 Ko

B 4 15 B ZEEEK RV AL HR

B A% ] B A% (]

TN BB 2 B D HHAH 1B 2 B AR
<15 6 876—1175 18.5

16—25 7 1176—1550 19.5

26—45 8.5 1551—2025 21

46—65 10 2026—2675 22

66—85 11 2676—3450 23

86—125 12 3451—4350 24

126—175 13 4351—5450 25

176—275 14 5451—6800 26

276—425 15 6801—8500 27

426—625 16.5 8501—10700 28

626—875 17.5 >10700 B IR I8 A

A7 B #:2017/10/27

#9T B #: 2026/02/10

%276 8 #: 2026/03/01
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M 5 ISO/IEC 20000-1 AR 55 & Bk 2 B A% ) 1E) 38
1. MR B A% A

fs 12 7 A BB 9T SR UE 5 A% 8] () Sk At L0 8 B AZ I TRD I, A <%
A RNECS R AT AL 8] (W %) 2 IBI R R R, LR TR AR/
o I SRR AR I (AT BB 8 /NN, PR R R AT AH S 1

T A RNBARYE AR SE (FTE) SRl . TEEA IR N AR, Nk
T-SMSTE FE N AN 55 o AL N BE S IE S S5 %5 )7 SMS AR 55 (AT O K5 A A% I [h) 22 1]
[R5 R K5 B

IR SZHFSMSAIR 55 (%5 7 G SN KL 11175, AAUENURG T 558 A 18] RO R P v —
By IR Ve R, Il SRR 2 I S CRLAMI AN

TWE SN GHERA LD, RS IR R 18] A F2.5 K.

B IRAR FRNUE B RZ B ] AN R T-80% (14 B A% Bof 1] o 1 SR 5% X Bl 1 1 7 7 BRI M TR T
XA N E AR 2R L H AZ I 8]

BRNEL BB E N AT LA N CRFEFRIBEN ) Ak, EIAMEERENA
T, I MNAFEARK AR B (FanA R T AR 1. MR AT TAER /N £, A sk b B
IR AN BORER 4> TAERSEIEEE N0 R T, NS EIRR THE. Y KRER
TNFEEHRNESIEAL S, SRR ETE RN P A TR . XM EE 45, ZAR
PEEENE P S O T — B0 H . TFREER—. B AR TR AN, BRI
R REIERE AN H S (s HSINHIAE NS SAH, 52 ANHWE¥EASAH) « iHHEJEM
B o AR BAR T B A RN TR Y 80%

2. VBN H
ok B AZ I T D TR 3%
1) SMSHIRSSIRD KA
2) LUECIESE T SMSHIA &Lskita, Flan: LARTIkAS 7 55— K SN BN L IR AIE
3) XFSMSHI—AELE A HARAH D BAA RPEAT 456
4) BECTMAL, Hlan: HHCIRE TR FNEN IR H A AR HE R IE
5) B—H). RIS

6) P YLK S ¢ A R fiE 3, P B R W A BER T B F AR S0RG. ik
%A

7) K& S5 R5SE BN G NFA AR B A

8) ANHULHIH—3f;

9) XFZ 5SS PRI HAR T MIHGHRE EEAR,  Blinditr . B BMAR BT e 7 A2
SN e R I 8] R PR 3%

1) BoRMES, URZEREH. A THEGN. TR X B 24X

2) A S Z BNE S Z R A, Bl m Tl —M L ERnE S (7R SRR el fli1s o 1%
RICIEMST TAE)
KA B #:2017/10/27  #3T BH: 2026/02/10 £ EH: 2026/03/01 10/
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3) SMSYuEREE 2, Bl REFIMS . AR, A5 EERIYER ) LRSS
4) R P SMSIHEHAEDR R, Bl KPR BRRA. &R Adh. BiE. i
5)  ANIE R FRR STt AN 5 R 5
6) T B A% I SMS YU Bl AL 5 I B 37
7) SMSVEHE WA SR L5
8) KIS 5IRSGIREEM AT, BT AR AR EAE S 5 1

9) WM MESFERR . 55 e B sl IR 55 A B KA B

3. MBI R AR B AL ]

ERF 52 SIC it B B AR AR UL B A% T 7 AN TR0, 25 R DL R R &

a) B PR RAEF AL I [ AMIK TS S AL TR 80%:

b) FEME L, LR IR R E %, HE AN [ N A D> TR 1/3;

c) FRMES X F LIS 6], AR TR SR 2/3;5
d) AR B AR I TR AT 1T R

e) VAEEE I FHAE S N MM AR T 2 K.

R BHPNA NS AT A ) (WK E D Z IR AR

IR N AL TA): 1F B2F B (O
<15 3.5
16 - 25 4.5
26 - 45 5.5
46 - 65 6
66 - 85 7
86 - 125 8
126 - 175 9
176 - 275 10
276 - 425 11
426 - 625 12
626 - 875 13
876 - 1175 15

B 6 BEVREER R H AL AR
EnMS AR . HRHAEEH LI BN BT A X R

EREERRARER
BT R T T &
B R HHCR _ -
wvonie | g | mwa | P | we | s | PR | we | v
WIE WIE

A7 B #:2017/10/27
14

#3T B H: 2026/02/10

3B H: 2026/03/01
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<15 4 1 2.5 6 2 4 7 2.5 5
16-25 5 2 35 7 2.5 5 9 3 6
26-65 6.5 2.5 5 8 3 6 10 | 35 7
66-85 8 2.5 6 95 | 35 65 | 115 [ 35 8.5
86-175 8.5 2.5 6 1 | 35 7 12 | 35 8.5
176-275 9 3 6 1.5 | 4 8 125 | 4 9.5
276-425 10 3.5 7 13 4 8.5 15 5 11
426-625 10.5 3.5 7 135 | 45 9 155 | 5 11
626-875 11 3.5 7 14 | 45 9.5 16 | 55 12
876-1175 13 4 8.5 16 5 10.5 | 18 6 12.5
1176-1550 14 4.5 9 17 | 55 | s [ 19 | 65 | 125
1551-2025 15 5 10 18 6 12 20 | 65 | 135
2026-2675 16 5 105 | 19 [ 65 | 125 | 21 7 14
2676-3450 17 5.5 11 20 | 65 | 135 | 22 7 14.5
3451-4350 18 6 12 21 7 14 23 | 15 15
4351-5450 19 6 125 | 22 | 75 | 145 | 24 8 16
5451-6800 21 7 14 24 8 16 26 | 85 17
6801-8500 23 8 16 26 | 85 17 28 9 18.5
8501-10700 25 8 165 | 28 9 185 | 30 10 20
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Annex 7 Table for Initial Audit Time of Medical Device Management System (ISO 13485)
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KBSV EBIANEHEFZANDEHE ((UEMH FTHIH) Audit man-days are calculated basing on the

enterprise’s effective number of employees (only applying to initial audit)

W N B ? % /\\ % ¥ Jun— Mz
g | FRAEL GO RO ) gy e
. Audit Man-days The Enterprise’s .
Effective Number of focti ¢ Audit Man-days Stage
Employces Stage 1 + Stage 2 Effective Number o I + Stage 2 (day)
(day) Employees
1-45 3 626-875 10.5
45-65 4 876-1175 11
66-85 6 1176-1550 12
86-125 7 1554-2025 13
2025 LA b AN HHz L
126-275 8 1 m
Increase by
Proportion
276-425 9
426-625 10

a)#H IZ N HEIE A 2 Factors to increase audit man-days:
i) FIH VU R AI/B et #2 2 2% Application range is wide and/or the process is complicated;

i) 32 P A5 FH AR L P AR L (R R R A, T e R R JER A A A Ry A A A O B FH R /B 5 FH &

B i 2 AT B, S A S e A R TGRS A S IR LR A A G
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components provided by the supplier, which are critical to the whole medical device and/or have great

The manufacturer use processes or

impact on users or safety of the end product, including self-owned brand product. When the manufacturer
couldn’t provide enough evidence to prove the compliance with related audit clauses, every supplier needs
to be audited and the audit time will increase correspondingly
i) & AL BT 2 25 B b & RS Manufacturer of the products installed at the client’s site;
Ve 7R A I (] DL 75 7 i BEAT U5 ) B PE R 22Dk
Notes: Additional time needs to be added to visit the client’s site or review the installation records
iv) HER AR Compliance of the manufacturer is not good.
b)H % N H @/ A % Factors to reduce audit man-days:
i) Eb BRI VS A B4 /)N Audit range is smaller compared with last audit;
i)t k%, MER 7 it ek 2E =i #2 . Design or producing processes are deleted compared with last

audit
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A —Pri BBt By e B FRAE
1-25 1.5 2 3.5 1 1.5
26-100 2 3 5 1 2.5
101-250 2 4 6 1 3
251-500 2 6 8 1.5 4.5
501-800 2 7 9 1.5 5
801-1200 2 9 11 2 6.5
1201-2000 2 11 13 2.5 8
2001-3000 2 12 14 2.5 8.5
3001-6000 2 13 15 2.5 9.5
6001-10,000 3 14 17 3 10
10,001-15,000 3 15 18 3 10.5
15,001-20,000 3 16 19 3.5 11.5
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