BCC Inc. BCC/GPL-09-K/10

FEARRINE. RF LN EE N

Management Rule of Management Systems and service Certification Fees

1 HHEREAHER

IR AR SIS 2R A B, FIVE VGRS AT R, CRPIAUEXC R &5, R EA
WETAEM R JE, REHIT AN .  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.

ARNEH TRt LR 3 OEA PR TR A ) (AR BCC) Jr T & i BRAK 2 iR 55k
CRIR P BUE BAR R RSN, FRIR BV BRAA R WO GPL-24  CHRIR™ BUE BRAK SRNIE) 1k
AL Al 25U 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 WERAIFEAEN Basic Principle of Charge

BCC MKHEIIE S %/ 8 AR LAEE (NHEBO Sl AW PR A%/ A LA
CNHED R4 FEF VAL R b 55U . by n B A T 8 sk P 3% 42 [ B ife
) )% B AN AT R S B SKR B %€ « 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 ﬁﬂﬂ Declaration
3.1 75 B A S DR R AR 2w R B R 2R AL DT, S [y H A DR T E R 2

A& . BCC has the right to adjust fees according to the relevant pricing policy adjustments, and timely
notifies the adjustments to clients.

3.2 IETRRA L FIME—W 55 KUF, NG AR A TAERZWIE . ALk A1V, R4
— R i 85 R, R I 4 EE S 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 WFFFME Charging standard
4.1 W hrtkE Charging standard

| F5 | W2 H | WeStpnitE (Bfr: o) | #E
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No. Item Standard (Unit: Yuan)
W B FHAIE
Initial Surveillance Recertification
1 R % 1000 / / ARM, TH
Application fee RMB
2| HAR/HEAER 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 e 5 M2 CRER ) 2000 / 2000

Certification decision and
registration fees (including
certificate fee)

4 | FEgEs CEhrEgH / 2000 /
2

Annual fee/Semi-annual fee
(including mark use fee)

4.2 WFieH: Explanation of Charges
4.2.1 FJIRINVESE F: Initial Certification Cost
® HIif% 1000 Ju O T 2K RUUEUSEL— 47 i 2% ) o The application fee is 1000 yuan

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

® HHIZ/HAL Y. ZAUCH AL/ A SERR TR N B CR B0 WO, A RZ/ AN H Rt
PRAEN 3000-10000 JGo T BRI TV IR . KUK S 0 K RIS NAFAEZE 5+
AR Bk R A B AR B8 AS [ A UE A3 T A AZ 2€ - 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.

® i E 51 M CEUET 2% 2000 JU/AK R . Certification decision and registration fee (include certificate
fee) is RMB 2,000 yuan per system

4.2.2 FHRESH (B $XF: Certificate Maintenance (Surveillance) Fee:

® A%/ A FE R/ M A SER TR AN H CREO WO, AN AR AN H B
#E79 3000-10000 JT. T A INESURAI T B AL KBRS BHRINAFE S, B
PRI AR HERE AR IS AS [ IESIIR T LAAZ %€« 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.

® & (ShrEMEHT, L THEEEIAR (SAB000) FRAM) 2000 Ju/fAFR, REREAIH—
X » Annual Fee (including logo usage fee, excluding SA8000): RMB 2,000 per system, payable
annually.

o L TULEHIAR (SA 80000 PREFUETIZ: ZIHArIAIEALIER P EORFFIE T 98 H 2000
75/12133%, BRIk I T AEA R BRERIFIE P 2000 Jo/ik &, RFEHG
—1K. 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.
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4.2.3 BiAEZRF: Recertification Fee:
® Y. EUETAE SRR, T HIEEHEM CEOAIE) , FEEE M S i B

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.

® HIZ/HAY: AR/ ALEITRAR B0 W B R/ s A H Bt
pR#EDY 3000-10000 TG ST A IAESIK I LA B2 KIS 55 5 L BRI ANAFAEZE 52,
AR B bRt AR 4 AN A UE AT T LAMZ 5 -« 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.

® i HEME (FETP) 2000 JU/AK R . Assessment and Registration Fee (including
certificate fee): RMB 2,000 per system.

4.2.4 BMP K (BTt EELE) Hi%/HEHH: Separate Audit/Review Fee for Scope

Expansion (or Address Relocation, etc.):

® HiRZ/H A FH /AR AE CREO SO, BN H U SRR
3000-10000 JC. % THMESURII LRI . KRS BIRBNAFEZ R, Bkl
PP AR A FIGES T A% € »  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 HAbFFH: Other Fees:

®  YIUCNIE A PR S S AR I i S SOE A TS CAng A, & AR &5k W iRIRAIE
MG MUK TUEBEUNENEBEIAS, B ERIEAH L 75 2 R UE 1S, REFKIES S Uci
WEPHI{E A& %% 50 J7C. 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.

® T BCCJRM (fn: A ThEaEEE) T B ONRUEH S0 ik 45 Bl B o 1%/ 5 ZAALE
RIE SERHT, FAUEHFIRGHAETHT, BIAFHATRIRIELD SBGEFHI1E LA
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.

® T AE HE i U TR AL T 4G e A w A TR, BT RR SRS U e B AN A . 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.

® WIRIIRZIE, W%/ AN KB/ AR, R EHT RN R, 15, 2B R
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P52 b A 4 A0 B I IAIEZH K $H . Unless otherwise agreed, the accommodation, catering,
and transportation expenses incurred by the audit/review team from the departure for the
audit/review to its conclusion shall be borne by the certification applicant based on the actual
amount incurred.

® RIFVIEMMIZR, IERHHARBH-STUEE AR (SA8000) TAIE, MAEHIKIA
UEH AT A S PR E S A BT, 72 SAT Ml BTt e g0 g JvkAh, 2oy 300 €&
(USD300) , HHAUEHIE T HAT #&4H . In accordance with the requirements of
certification rules, organizations applying for Social Accountability Management System
(SA8000) 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 W3 77 Payment Methods

4.3.1 HIE S A NIEA RIZFT 2 HiEg 30 H N HIAMIEHRTEH L3474 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 HIVGAIE FRIE R B A%/ 5 A 2 50% 8 TINIEG RIZE1T 2 H A 30 H N HiAIEH G4
ZASCAT 2 BCC, TR 870 B o A% /o 1 2l 82T 30 47 W A% /o 25 BT — IR AN - Fiftty 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.

4.3.3 HE SIEM (FIEHY) NI HZ/F B HE 30 HA, HAERTEHA
{345 BCC, BCC RHU PR FKIE. 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.

43.4 4 (SHREMHT « VIOEBFIMNES, 4885500 B iz & At —ii
%4}. 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 R IZ/H AN PMYR (IR EAEEE) 5%/ A 2 B A HE 2 R A 1
TGN R B, N TR A% AT 45 HN—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 UEBHE TA RS AAUERHIER 5 H NG, The certificate production cost and other
relevant fees shall be paid in full within 5 days prior to the certificate production.

4.4 NH¥HE 5= Methodology for Determining Audit Person-Days

NHEEZH 2/ BT ANE S/ AR (I FAE. ATEED |« YUk
FAaE . RBSARE . AT S A RGAE . 2R EAM . N BB ST
A%/ RS I W A%/ o AR e Al 2 RIS TR) s ANEFEBR AR IS [A] . 1005 A%/ o & 55 T A
F IS [E]; The number of audit person-days is related to factors such as the number of relevant
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personnel of the auditee, audit type (initial audit, recertification, and surveillance), certification
scope, risk level, industry characteristics, management system maturity, and multi-site operations.
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
RN LI BTSN H 8T, B S & BN H B s N H #0173 1+
FNIE T3 N BB D) NHE 2/3 115 280846 s T la iz N H T 7E
BRI A% N H B AN FEA ol b, B RS . S a7 AR R B G
s YeSehR R AN BT . 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.

LA IS F A% /o A A%/ N 0 R R L 2% AU IERR 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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HEE 1 R, SRR RS EAREARR
Annex 1 Total Audit Person-Days Table for QMS, EMS and OHSMS
oMsH# A HE
Total Audit Person-Days Table for QMS
- G| —_— B %ISR
. BIFBR+E2B (R . BIFER+EB2HE (R
Effective number of I Effective number of .
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
TG bR A
626-875 12 >10700 The rest may be deduced
by progression law

A 3E D e RUSE DA IE MY, 55 S50 1Y) AIE B A% 375 23 WA 42 HEAS 3R TS P 4 A I T R Ak |, 22 /03800 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.

EMSEANHR
Total Audit Person-Days Table for EMS

BRAS BRI 8] HRNE B IR

Effective BB+ 820 (R Effective BB+ B2 B (R)

number of Audit time number of Audit time

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

[ ai i AR = oK {8 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 EE Fab iR
The rest may be deduced by
progression law
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RlgRez Bl EkREANER
Total Audit Person-Days Table for OHSMS
BB BA% T (8] B A% AT TR]
Numberof | BIREAEME GO kiatee BINEABME O
effective Audit time Effective number of Audit time
personnel
personnel Stage 1+ Stage 2(days) Stage 1+ Stage 2(days)
[ H {(iS [ H {1i8
High | Medium Low High | Medium Low
<15 4.5 35 3 876-1175 19 15 11
16-25 5.5 4.5 35 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 11 8 6801-8500 32 25 19
426-625 16 12 9 8501-10700 34 27 20
626-875 17 13 10 >10700 G A e P
The rest may be deduced by
progression law
fHfE 2 Rk AT AR RYIINIE R /D B AL AR
APPSR B AT IS | B o A% 0 B A I 8] | RN HACCP 3T | 2 24 H ) 5 T4
(#H%K) TD H &5 ZH IR S AR | R AR Tee
TH
Al 1.0 0.25 1 to 5=0
All 1.0 0.25 6t049=0.5
BI 1.0 0.25 S0t0 99=1,0
BII 10 0.25 100to 199= 1,5
200 to 499 = 2,0
BII 1.0 0.25
co 2.0 0.5 000 B0
CI 2.0 0.5
CII 2.0 0.5
CIln 2.0 0.5
Clv 2.0 0.5
D 1.0 0.5
E 1.5 0.5
FI 1.0 0.5
FII 1.0 0.5
G 1.5 0.25
H 1.5 0.25
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I 1.5 0.5
J 1.5 0.5
K 2.0 0.5

T ST R/ b A% I [E] Ds:

Ds= (TD+TH+TFTE>

Vi
TD- 3% i 1% 1) 3 AR B[]
TH-EHEIn—A~ HACCP 3 H 7 S35 0 i 89 4% K3
TFTE-J& T~ % 308 75 B0 0 00 ¥ A% R 2
2. Z Y rist(a].
1) A HRRE I B A% TG B S [A) B 5T 5K T Ds
2) REANSZ AL I BT 7 v A% B St P 1) B &5 T BOK T3 B Ds 1) 93 2 —
3. MBI FIE S /b H AL I [ (1) A

B A A (R B /D I (] NI AE BAZIN (B () =0 2 —, SAZI A 00 1R Tk A 1 B &0

0.5 KD 5 FAE IR I 8] R 2 W AIE 5 RIS AN =4y 2 =, BRI T &2 09 1
/K05 K) .

K UTIF5] A F1 B

P 3 fEE oS ociEn] i (HACCP) & RINER /D H i H

1. FRRINIERR D A 8]
L1, B3 (/D> FAZI (8] A Ts+Tac

(1) FREHAZS ] Ts = (Tp+TutTus+Trre) > PSR FIARPER 3.1 7+

2% 3.1 FEAE A (]

WpeE | ) HACCP | THRIIEHIARZR | 3T 0 THEFER N . L
. ) - N N . B IN— N9 %3
TNk | AZFEA | TUH FEERE N | AL R BN A (RPN .
e N e N v 75 48 i) e b
Ko | BFTE(To) LN 1% R E(Tws) (TF1E) IO
B A% s} (1]
(Th)
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
G 1.0 0.25 025 200~499=2.0 /0 37 A% N [A]
I 1.0 025 ' 500~899=2.5 (1 50%
K 15 0.50 900~ 1299=3.0
1300~1699=3.5
1700~2999=4.0
3000~5000=4.5
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Bz | A HACCP | A RIVEEAR | BT 5 TR 2N ‘ N

B ‘ ‘ , BN A%
k| A | BUH TR | AET i e A% R E ‘
‘ \ o . FIT 9 38 0 4 d 2>
FA | IFE(To) | B R HL %R E(Tws) (TrrE) e

A I ()

(Tw)
>5000=5.0

(2) Ta N HACCP P\ IFE B e A s 18] o AR HE b N SR R IE Tin 3.2 # S IS P B A% Bsf 1) o
2% 3.2 HACCP P Jin 8 #% B[]

HACCP [ hin e 4% B[]
A B AR
TA
BT AN$<200, H HACCP i H<3 1.0
5T A%>200, = HACCP i H >3 1.5
(3) F/b B A% AL FERT VA (5 — B BR AN A B By s RN TR],  (E AN A0 955 o A% v 4 A0 2 1) i A%

A H I T

1.2, FZI P A I3 i (0 B Al R i (DA 2 3.1 vHAR, RPN . B AN A FRREAR . A 3R A B
i H SRR RE R DL L O HRBE A AR TP AR RE I ZH SR, T 25 B8 U/ 19 3 P 6 oA I ] fELk
/D T AN REE S 1287 T Bt B A I 8] ) 50%.0 BF 373 FIT I8 73 55 JE A 2 FRD B o e A2 ) TAL

2. WEAMBEES D SR E

2.1 WUEHZI DR TS =732 —+TA, HE I EARN AT 2 Ko

2.2, LR ERADREY TS M= 2 —+TA, HE I AN 2 K.

P 4 15 B 22 B A R BB R

B A T R ARNE]
FENE B R D GRS BIREE & )
<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 BAE L s
M4 5 ISO/IEC 20000-1 RS Ak R B % H] )R
KA B #5:2017/10/27 53T B 3#5: 2026/02/10 %78 #1: 2026/03/01 9/
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1. AR A ]

i 2 P B BN E T AT RIE 5 AL N 8] PR Bl AE A 8 B AZ I [RD Ny, A <<%
JUHIA BB AR E I ) (W %) Z AR R R, IR TR R AR/
(o AR R AR (AR T BB 8 /NN IR, PRI R AT A S

A NBARYE AR SAE (FTE) SRt 7ETHEA IR N AR, B
T-SMSE N AN 51 o AN R RE WS IE S 5285 - SMS AR 55 (R AT N K5 B A% I [ 2 [
5% AR A B

U SR SCRFSMS AR 55 1R 2 P AT N BGEIE 11175, WNUEN U T 535 R I 8] R R P o —
FObI IR TR BER A, Pl R Wk 2 I S CRLAM AR E

T T NGHERZ D, RS R E I TR AT T2.5K,

B R FR IR S A% I 18] A RLAR T80 14 B A% IS 18] o SRS B 1141 75 = EEAA M) IS [4],
XAl AR R VIE B AL I T

ARNEL HAAETE A I K pra A CEASEPEA GO Hil. EINEEEA A
0, ENAFEARR AR (GG TR AN S MRAE T AR RN e, w5y
INFHINEAN D TAFOSENEEE N AT, HHEAOVER 2PN T E. K& R
TNEEGVERNES ARSI, VR AUETEHE A B A TR X a2 2, A
R 2 P RIS OLEAT — SO N . HHRJER . B A AN, B
BN R N HH (i B53 NHIFEOASSAH, 52 ANHIEEBNSAH) o itHER
ZH B B A BT B AR S TR R 80%

2. VAEEE A H]
Yok B A R ] PR DR 2%
1) SMSHIIRFAR > K AR AL 5
2) LMECIESE T SMSHIA &kit, Hlan: LARTHRAT 7 57— K SN A I EN LR IR EE
3)  XFSMSH—ANE A HARAE O BAA RAEAT 45 &
4) FECTRMAL, Flan: HHECHRE T F—FUUEHU I H AR HE R IIE
5) B fRER ARG
6) A BEUR St 5 A AH R ARG 30, 64 38 BOUESE R W Bn A BEik b B R S 1 S i

%6
7y KIS 5 RSN 5N FA L B — R
8) ANBULHIH I
9) X% SRS RALRHABTT BRI A, B ngtTT . P AR B T A
AN AN
1) BRNEY, OFEZEEE. 2ATIESM. bTER N X8 2N X

2) AFHL S Z G E R R A, B0 T — R L RS S (R ER S H
RITGIEMSLTAE)

3) SMSYEFIREE A, BIATKERMMRS . A GEt s, A5 BEEALERF LA R 55 5
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4) RO SMSHIVEENA MR E, Bl FRFAAL BaFA. B iR AR
5)  AIEIE R SR AN [ 5 3
6) RFAE B A% I SMS U Bl v AL B I N 37 T+
7) SMSYE WA S A K5
8) MRS 5IRGIRHE M AR Ty, Blndtdr . AR EUE A AT R

9) LHAHMEIEIRST . IRSSAERR. o5 Fe i mli iR 55 Ak A HOR AR B
3. BB KA SR ]

E R R St M o AN DA IE o A% T 5 OIS TR, N5 R8P AR
a) B AR R VLS I TR AME T2 A I (] Y 80%;
b) FEME R, LR RSB R R, H I T R A TR 1/3;
c) FHMEF SIS, AR THIRE N 2/3;
d) VAR B AL RN AME T 1 K
e) 5 A FHAE S AZI A M AMET 2 Ko

R BIIIHBNECS WEERTI R R (R Z TRl 0 &

= I N HAZI TA): 1F BE2fr Bt (RO
<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

EnMS 8RR HRAES FLIREENLI B AL [H R R

BiHfE 6 REVREE AR R I [H] R

RS A
TRk RE a T =
AR E ‘ ‘
FIVGME | 168 | BE gﬁ WE | BE gﬁ wE | BE
<15 4 1 2.5 6 2 4 7 2.5 5
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16-25 5 2 3.5 7 2.5 5 9 3 6
26-65 6.5 25 5 8 3 6 10 [ 35 7
66-85 8 25 6 95 | 35 65 | 115 35 8.5
86-175 8.5 25 6 1| 35 7 12 | 35 8.5
176-275 9 3 6 115 | 4 8 125 | 4 9.5
276-425 10 35 7 13 4 8.5 15 5 11
426-625 10.5 35 7 135 | 4.5 9 155 | 5 11
626-875 11 35 7 14 | 45 9.5 16 | 55 12
876-1175 13 4 8.5 16 5 105 | 18 6 125
1176-1550 14 4.5 9 17 | 55 [ 15 | 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 55 11 20 | 65 | 135 [ 22 7 145
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 9 185
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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BCC Inc. BCC/GPL-09-K/10

TN F RN S EFZAHH QCEHTHIHFE) Audit man-days are calculated basing on the

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

a2 NY B ;‘ ¥ 4> \ % X . N
gy | FRAEC GO RO g By e
. Audit Man-days The Enterprise’s .
Effective Number of ) ffocti ¢ Audit Man-days Stage
Employees Stage 1 + Stage 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 VLB AH#2 L
126275 8 blsm
Increase by
Proportion
276-425 9
426-625 10

a)HAZ N HEBE M Z Factors to increase audit man-days:
1) 11 Yo R A /Blt #2275 Application range is wide and/or the process is complicated;

i) i1 32 5 FH A 0 R At () R B A, T i R R 5 A A A o 2 A S B R /Bt £ FH

BUZ S I AT BORREN, BLE B S e AR R oV R i R IR R W LR S A O

WK, A e BN L L R AT B AZ I G INAH R B AZ N [A]

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) 2 AL BT 2 B 1P & RS ;- Manufacturer of the products installed at the client’s site;
T BN 18] LA 2 7 37 i i AT 1e) 0P o 22 R0 o
Notes: Additional time needs to be added to visit the client’s site or review the installation records
iv) &R A R A Compliance of the manufacturer is not good.
b)# 1% N HE /K2 : Factors to reduce audit man-days:
i) b BRI FIYE A B4 /)N s Audit range is smaller compared with last audit;
i) Bk, Mk 7 s s =i . Design or producing processes are deleted compared with last

audit

W 8 HETHEREEEIAR (SA8000) TR HR
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A UNEE:§
N —RirB —BrE GG B NI
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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