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1. Purpose HIJ

* This instruction is to ensure that the requirements for ESTS GMPC Certification (for 1SO22716
standard and GMPC (US) standard) are clearly defined, documented and understood. Any difference
in understanding is resolved. It is also to ensure that the activities leading up to are carried out in a
controlled manner.

AAEH B EHI{R ESTS 415 15022716 HrvEF] GMPC (US) FrERT GMPC DAIIE 23Rk 15 31 W fify 7L 5
TOSRANERAR, JHRERME L E R . AR, R ORAH DCIETE B PA Sz 45 1 7 X E

2. Scope Vi

* This instruction applies to all GMPC Certification audits including audits against 1SO22716 standard
and GMPC (US) standard.
AFaFEEH T A GMPC RS %, HLIHENXT 15022716 ArifEAT GMPC (US) Fi i Y B %

3. Reference &%
* Not applicable. A& H .

4. Responsibility BR 3¢

* It is the responsibility of the GMPC Program Manager to monitor all phases of audit process and
ensure the audit is successfully completed. Auditor conducts the audit according to the audit plan.
GMPC T H 2 # R HR T3 /2 I B s RO AR B P I B, IR DR B A i Th e i B A% S AR o A v
RITT e i 1% TAE

5. Procedure F£ %

5.1 Prior to the audit, the auditors shall
FEHIZHT, A% AN
* Familiarize themselves with the Applicant and information of the facility to be audited
ABHE T LR g (L)) KAEKRE R
* Perform documentation review (refer to below details)
BEAT SR (ZF LI RAINSD
* Prepare an audit plan in line with the classification of the product, roles and responsibilities of the
audit team and accompanying persons such as observers or translators shall be identified

RGP W72 HAZ AR R i AR B ER B, DARBE AN B (w2 G sl i N 52D i) 229,
il 7€ B A% TR
* Send the audit plan to the Applicant

Ko A% THRIAGR 4G G T
* Obtain travel and accommodation arrangement from Customer Service Personnel (hereafter refer
to CS)

MRS N B CLURRIAR €S) FREXZE Ik A4 2 HEE 2.
* Obtain Job number from CS

M €S BRI T AR 55
* Prepare an audit folder including GMP Audit File Checking Form, Checklist, Gift and Gratuities
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Policy, Meeting Attendance Sheet for opening/closing meeting and other required materials
HE& WSS, BFE GMP A% U B R . R ATE . AL A ECE . IR/ R IR
25 303 DL R A T 75 44K
* Review the applicable Checklists including, as relevant, any product safety or legal requirements
R FH R B 5, BRI 1 i 2 e BOA R 2K
* Ensure technical expert is accompanied by an auditor if technical expert need to be used.

INTERARL K, M IRBR L S 8 % ARG A«

5.2 Pre-audit T8 #%

5.2.1 If requested, a pre-audit would be undertaken to establish the readiness of the Applicant in
meeting the applied scope.

WA BOR, R BEAT T AR, DA FIE 5 A5 B F A DR V8 [ SR A AE A8 15 O

5.2.2 The CS contacts the Applicant to arrange the date of the visit and transportation as well as
accommodation.

CS SHITE TR, ZHFHAZ 2V HIH LSS @M E H .
5.2.3 At the opening meeting, the auditor shall:
FEE R E, HZA RN
* Verify the scope and the standard to be applied
12 52 H A% 0 ] Aod R AR 5
* State that this is a pre-audit, the purpose of which is to establish that a system is in place and that
there will be no decision regarding certification as a result of this visit
YR — IR A%, HH R 00E IS 7 5 @RI R, B A1k
HATART DIE HE 5
* Explain the reporting method and the different grades of non-conformance
FEREAR 75 775 LA AN 6 TR AN [R] 25 4 5
* Request a guide who is able to assist in directing the auditor to the relevant personnel and
reminding the auditor for any safety issues in facility

BOR FE T 2R — 24 10 U B A% AR e N D, DR SRR B A% 03 AR 3 1 ) 22 4 ) e
* Invite any questions
BOEHE
* Record details, including the participants of the opening meeting
WWRESVIEN, RSS2 NAER.
5.2.4 During the plant tour, the auditor shall:
L] ZMEREF, F %R
* Use the audit checklist
f ARG I R
* Record any finding
0 SRATAT K IR 5]
5.2.5 Documentation review:
AP
* Review the quality manual and the associated documents with regard to the applied scope
PEE 5 VAUIE BT Y0 R RH 5 (0 ot & T 0 SR O ST A
* Note the samples reviewed and identify any non-conformances that may exist
W VFE REAR SO, FFRAI T REAFE AT & 10
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5.2.6 Report writing:

WS

* Non-conformance, if any, would be raised during pre-audit. A pre-audit report would be issued five
working days after the audit.

IMPAFAEANFTE I, FAETH A St o T A% & R A2 S A S5 S 1 A TAE H A
* The auditor shall not give any indication of pass or fail but may indicate in the report what the
potential level of the non-conformities would be if the same findings are found during initial audit.

B % DAL 45 B T BN E I AR AT S, BT DR A da Y, A RAE AR B A R B
(7 [, o N WARAN TR A BN £ T2

5.3 Initial audit #J% & %
5.3.1 Documentation review S L H

* The auditor shall review the documentation of Applicant to ensure compliance with the applicable
standard and the scope.

A% 3 N B A% R 7 BSOS DB OR LA i P AR AE A IR YO R R 2K
* Documentation review could be conducted on-site or off-site.

VR AT DRI A BRI 3 AT .
* If documentation was carried out off-site, documentation review report should be submitted, it is
the responsibility of the facility to make sure all the findings are closed.

WRSCAF VR 2 AR AT 1, NIRAS SO PR E Rty o BB A% 7 A STAT A DR BT A TR i) et
ek,
* If pre-audit is conducted, documentation review shall already be done. It is not necessary to
conduct a separate documentation review during initial audit.

WERAT T HE %, R 58O PP o AEWIIRE A2 AR, TEFR SRl AT SO PE e
5.3.2 Upon arrival, the auditor shall:
RIAHG 5, WAL TN
* Explain our company policy in anti-bribery as per the latest version of “Integrity Policy” and
provide the Gift and Gratuities Policy to the company representative for signing.

TR T IRA ) “ IRIBUBCSR 7, )48 o A% 7 iR A ] IR IR M I B8, IRk LA R AR AL
ri A5 T
* Ask the facility to prepare the Auditing-2017-004-V0X-Certificate Information Confirmation Form-
1SO22716 & GMPC US for making certificates.
kg TR “ Auditing-2017-004-VOX-Certificate Information Confirmation Form-1S022716 &
GMPCUS”  GIEHAEEHINED , HTUEHHIE.
5.3.3 At the opening meeting the auditor shall:
EE R, HIZ AR
* Record the participants of the opening meeting.
i S A
* Thanks for selecting ESTS Certification service.
JE FR i 7 e HE ESTS HIIAIEARSS -
* Introduction of the audit team members to the Applicant’s representatives.
Iri) H 7 7 AR A1 A A% AT BA R 72
* Verify the scope and standard to be applied and read out for the agreement of the Applicant.
WS HE VS RS bR, JRES BB, & g7
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* State that this is an audit, the purpose of which is to establish that an effective system is in place
and complies with the requirements.

YA — R H %, H R BTG 72 3 @57 1A R0 8 BAAR RO RF6 20K .
* Confirm that auditees will be available as per the plan.
BN %7 N e S i R 2 HE R
* Establish that everyone is aware that the audit is taking place.
BRI A AH DR N D3 R B A% IR AE HEAT o
* Explain audit will be based on sampling.
AR B R OB B TR EAT
* Explain the reporting method and the different grades of non-conformance and the result of
different grades of non-conformances.
R 15 T ANFI SRR ANRT & 0 S LA B &5 3
* Request a guide who is able to assist in directing each auditor to the relevant personnel and look
after the safety of the evaluator.
BOR 22— 0T, UM AR AR SN 5 01 DT A% R 2 4
* Emphasize confidentiality.
SR DR o
* Invite any questions.
BIEIR .
5.3.4 During the audit, the auditor shall:
FEH R R, AR N
* Use the audit checklist
o F AR A A TS AR
* Record any finding
T SRATART A I i) R 5
* Where critical non-conformity is found, the auditor must inform the Applicant’s representative of
it. The audit may be terminated or switched to pre-audit with agreement of the Applicant.
WA RITEATTET, B % RS AUEE G TR . @FE T AR, $IZn] R 1k alif:
NI
5.3.5 Audit team meeting before closing meeting
R 2= BRI B A% 1A A 2= 1
* After on-site assessment, all the audit team members shall sit together and review/discuss all the
recorded findings.
WAV S A E , FITA B % [ B RS 53 S [4] [ U 18 Bl A 10 s R B
* The audit team members shall determine which findings shall be reported during the closing
meeting and also the classification.

FHAZ AT A 8 D3 S8 o MR R IR AE AR I e BT, IR e Hoar 2K
* The audit team shall ensure that the reported findings shall be documented in a clear, concise
manner and are supported by objective evidence.

H A% B NS B DR AR ) R IR S ii T 19, AR MRS Ak dE
* The audit team shall confirm the arrangement for future audits, such as scope, audit duration,
frequency of surveillance, audit team competence.

AZ I BASCRRA JE S A% (1 28, IAnva Bl A A B o A IR S o A% [T PA g
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5.3.6 Write Corrective Action Plan Report (CAPR): The Lead Auditor shall record all findings on the
CAPR. Two copies shall be prepared, one is for organization, and the other one will be kept as part of
the audit report.
IS BRI AR (CAPR) « FEHAZ GINAE CAPR HHdskrg &K, —=\titr, — s
g7, i E N AR S B — &R 0 BT B AT .
5.3.7 Different Grades of Non-conformance (NC) AfF & W 145 25 k] 47
5.3.7.1 Critical JEHEAFF A I
There is a critical failure to comply with a safety or legal issue.
AFAE 5 22 4 BOEAR 1) JBURH G ) P B AR5 15
5.3.7.2 Major K AT A T
a) There is a substantial failure to meet any requirement of the standard and/or
PR ARSI HERAE R E0R . B/
b) A situation which, on the basis of available objective evidence, raises significant doubt as to the
conformity of the product being supplied and/or
RGP 2SS, XS e (R i RS PR AFAE B R BE ] HL/BR
c) System breakdown.
B IRAR R R AN
5.3.7.3 Minor BHARF & 1
a) Where absolute compliance to any requirement has not been met, but on the basis of objective
evidence the conformity of the product is not in doubt.
RIEEFFEARFER, (HRIEE MUY, 7 R & ARSI o
b) Isolated incident.
ML HAE,
5.3.8 Closing meeting AR K2
* Record the participants of the closing meeting.
WxZBE N,
* Confirm the scope and standard applied.
BN B A% B A A
* State that this was an audit, the purpose of which was to establish that an effective system was in
place and that the audit was carried out by sample and cannot therefore exclude the presence of
further non conformances.
Y — IR H 1%, HIRHE RIE T2 ML T AN E AR, ST T,
PR AN fi HE B A7 A AR AN BT & IO AT e A
* Explain the different grades of non-conformance.
FEREART & I E R 57
* Read out the non-conformances identified during the evaluation including their grade and obtain
signatures to indicate acceptance.
AR RS ETRIPARFEI, RHER, IHEPIETETHN.
* Where appropriate, notify the Applicant’s representative that the follow-up visit or re-audit should
be conducted.
G A, RS T AR R AT e By h) BT R .
* Agree with the Applicant when they can submit the proposed corrective actions of the findings
raised by the audit team for review, if applicable. Corrective actions will be verified for effectiveness
at the next visit.
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wiEH, SHET U, B0E FRI R DRSS B0 H A% AT BA R Hh i @ i 2 14 T DA A
2 IR T Tt A RSO AR T TRV 8] B EAT BRI
* State the on-site audit result such as recommendation of certification but emphasize that the final
decision will be made following the next technical review by report reviewer.

U7 AL A R, BRI, H R R 2 e R AE i B VT o SRR S AT HOR VP IS
fEt .
* Emphasize confidentiality again.

PR R TR
* Invite any question.

b7 ST 7 ] 8
5.3.9 Reporting & Follow-Up i 75 5 FR 3k
5.3.9.1 Corrective Action Plan Report (CAPR) 21 IE#& it RIl3R & (CAPR)
CAPR is requested to be submitted if the Applicant fulfills all the following criteria in the audit result:
W R R AE 7 A A% A B 2 LU A SR, ISR SE CAPR:
* No critical NC

TR I
* not more than three major NCs

HARAFFETA G 3 T
* not more than twenty-five minor NCs (For the definition of different grades of non-conformance,
please refer to section 5.3.7)

BUO G TR 25 T LTRSS HFETIE L, B2 1537 .
Lead auditor should review or assign an auditor to review submitted CAPR, and give comments on
the CAPR. Upon receipt of the submitted documentation and/or records or photos, designated
auditor shall review them to make sure that corrective actions are satisfactory. Auditors should mark
in the CAPR if they accept the proposed action and evidence or not. For audit results fulfilling the
certification criteria, it's mandatory for the auditor to verify the correction and corrective actions.
Verification of NC’s shall be completed within 6 months from on-site audit date, otherwise, another
initial on-site audit shall be conducted.
T G N T B B R S A% BVE R TR AC ) CAPR, X CAPR #2H B W UK S id
KBRS, FRE AR B NP A X B AR, DA IR IE RS A A= . § A% T MAE CAPR H
PRvESR 152 B H A AR o X TR G UIEFRER S AR 45 R, S A% 1 L s UE 2] TR 15 400
ARSI AFFE S AR &% H IR 6 N H N e, 5007 AT 91
H %o
5.3.9.2 Where the Applicant has been reaffirmed in compliance with the requirements of the
relative standards, Lead Auditor or his assigned auditor shall finish the Certification Audit Report.
TR S 7 PR R S A SR HE R, 32 B A% 01 LR 58 I B A% 51 N 58 VIR B A% AR o
5.3.9.3 The Certification Audit Report shall include standard applied, scope of audit, audit summary
and next audit date.
WIEH 2ot N AFEIE PR B ARG A S DS e % H .
5.3.9.4 Follow-up Audit JR i & %
On-site follow-up audit shall be conducted if the Applicant fulfills the following criteria in the audit
result:
W R R AE T AR R A% A B 2 DU 2k, )RR R AT I R A

* No critical NC, major NCs more than 3 and/or minor NCs more than 25 OR
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TRBATTE I, AHERARFE RN 3 TR/ BRI RT-& Tk T 25 T
* No critical NC, major NCs not more than 3 and minor NCs more than 25 OR

TREARFEGI, HRAFFETAEL 3 W, (HREMARTS I 25 T
* Other situations that auditor considers as necessary for follow-up audit with the approval of GMPC
Project Manager or his designated person.

HAZ SO W AT PR B A% ) ARG O, JF4 GMPC T H 2 Bl AR & A R
When the follow-up audit is necessary, the process shall be as below:

i AT R A, AR

* The auditor should send the complete Certification Audit Report of this initial audit together with
GMP Audit File Checking Form, Audit Plan and CAPR to report reviewer. Corrective action plan is not
necessary to be filled in the CAPR in this stage.

B AZ 3 DR AS IR O HE A 8 BEVOIE B AZ AR I [F] GMP RS R BE 3 . A% 1R CAPR
—ERIRGIE VP 1. EAEHT L, CAPR ILTRIHE A IERS i THR
* After sending the Certification Audit Report to facility for scheduling follow-up audit, the auditor
should ask the facility to fill in corrective action plan in the CAPR. The proposed corrective actions
shall be reviewed and agreed by the auditor before the follow-up audit.

PBEE AR & Ak s B 7 L2 HRER B A% 05, A A% S N R H 5 7E CAPR HHIH 5 4 1E
RN . FEERPE AL AT, H A% A NPEE T[RRI A
* The auditor will determine the audit man-day according to the on-site audit situation and audit
result. The scope of follow-up audit should be restricted to follow up the corrective actions of the
NCs identified in the previous audit. Auditor should complete the old CAPR of initial audit by judging
if the corrective actions are considered to be satisfactory and the related NCs should be closed. The
closed CAPR should be scanned and kept.

B A% DA AR A I 37y B R 1 A o A 8 TR R W A N R R S A 3 B S AN PR T R | —
O R ORI AR S T 2 IR A5 o o A% 53 N 3E Ao S DRI 24 D it A 758 A R 56 AT I
ZHIIH CAPR, JFERMIFHRAFT G I, KA CAPR B H# B 47
* Auditor should fill in the GMP Audit File Checking Form, the closed CAPR, any new CAPR of follow-
up audit (if applicable) and Certification Audit Report.

HAZ A RIAS GMP Hi A% U SR . CHIIY CAPR. BREEERAZ 8T CAPR (W& LA
IR AR R o
* If all NCs are closed, a recommendation of certification would be submitted. If any NCs from initial
audit were not closed, a re-audit shall be arranged. Any abnormal/special situation should be
reported to GMPC Program Manager for review and approval.

WRFTAE ARG T O, WP DA R AL AT AR & TR C ],
i LHFE T A o AT 3 SRR T DU AR 5 45 GMPC T H 2 BEEAT TE e At
5.3.9.5 Re-audit . # 1%

Re-audit shall be conducted if the Applicant fulfills the following criteria in the audit result:
B SR FR TR 7 £ B AL A R R R LA R 25 A, R AT T A
* Critical non-conformance happened and/or

HILREART ST H/ER
* NCs were found not closed during the follow up audit.

TE SR 3E B A% R IASRE B TR 5K H o
The procedure and scope for re-audit will be the same as full audit. The duration of a re-audit shall
be the same as the previous full audit.

CERT-2020-036-V02 Page 7 of 12



7\
=STS GMPC Certificate Audit Procedure

N—

GMPC NIEH IR P

A R 7 VG S A T A AR [R] o BT AR B K N 2 A A T R AZ AR
5.3.10 Certification Recommendation A iIF#1Y
5.3.10.1 A recommendation of certification shall be submitted if all the corrective actions are
satisfactory.
WER A MBS E32 N, MIFRASUGEZE L.
5.3.10.2 Report reviewer is responsible for reviewing each audit report to ensure it is accurate and
complete in accordance with standard, guideline, work instructions and that correct format have
been used prior to submission to client. The assigned report reviewer should not be the auditor
involving directly in the audit.
WG VP R A TTIFEH A AR, BIORIHER . S, FFObRdE. FRE. TR RPN
K, FFERZ G ZHMEHIERRE . F8E AR & VR RN HES SHEZIEZ R .
5.3.10.3 After passing report review, report reviewers or delegated person should pass the following
to GMPC Program Manager or his/her delegate for certification recommendation:
FAZ AR S I P e, R VR G B AR E N N DU SO AE 4 GMPC T H 4 e H R E
N GV AT IR ZE L
* GMP Audit File Checking Form (including initial audit and follow-up if applicable)

GMP H M fu R (EIHRHI AR MR AL (A& )
* Audit plan (including initial audit and follow-up if applicable)

FAZ R CEAEWIR B AR A% (W& )
* Certificate Information Confirmation Form-1S022716 & GMPC US.

15022716 & GMPC US \IE(F BN K
* CAPR (including initial audit and follow-up if applicable)

A ESE RS CEIEIREH AR % (A& D D
* Certification Audit Report (including initial audit and follow-up if applicable)

IR AR CERLEHT R A BRI S A% (A& DD D
* Documentation Review Report (if applicable)

AR R CAEHD
5.3.11 Certification Issuance TAilF & JiX
5.3.11.1 The certificate number shall be generated and shared with the auditors through the
booking information.
AR BGUE Fod 5 I T BAE B IS AL 0.
5.3.11.2 The numbering format of 1S022716 certification is assigned in the format of CN-CGMP-
YYXXXX and the numbering format of GMPC US certification is assigned in the format of CN-GMPC-
YYXXXX, where YY stands for the year that the facility was granted the certification, XXXX stands for
the serial number of the certification audits from 0001 to 9999 received in the current year. For
example:200306 is the 306th certification audits completed in 2020.
15022716 AIIE )% 5 XA CN-CGMP-YYXXXX, GMPC US WIER 45 45 X CN-GMPC-
YYXXXX, A vy R BT TSR VGE A, XXXX AR LER B AR S )7 55, JaRR
0001 % 9999, f4lli1: 200306 F 7~ 2020 458 A 306 {INIUEF 1% .
5.3.11.3 GMPC Program Manager or his/her delegate completes GMP Audit File Checking Form and
saves the audit plan, Certificate Information Confirmation Form-1S022716 & GMPC US, Certification
Audit Report, and CAPR onto public server.
GMPC Til H 2 LB HAR € N ANV 58K GMP HAZ AR EAR, JFRE s % 18] 15022716 & GMPC
US RS BN . DR AR BL AL CAPR RAT 2 A H R 55 45 -

5.3.11.4 Program Manager shall provide relevant certification recommendation to the CS staff for
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certificate making. All certificates are valid for 3 years.

T H & H N[ €S N RSB RBIVIEE W, DMERIVEIE . Fra ik 8008 3 4.

5.3.11.5 CS is responsible for printing out the certificate and mailing the certificate to certified
facility. Softcopy of certificate together with the copy of the Certification Audit Report will also be
sent to certified facility.

CS MTTHTEMET:, FRRHMBEF 2HRUE T o UEF A i DA SR S A 3R o 1 R A ol ik &2
RUEL) .

5.4 Surveillance audit and renewal audit V7 8 A% F1HIE 3 1%
At least once a year, surveillance audits shall be done except in recertification years. Proper planning
should be made to enable renewal being completed before the certificate expiry date. The whole
audit procedure for both surveillance audit and renewal audit will be the same as the one for an
initial audit except for the document review. Complete requirements of the standard(s) covered by
the certificates are assessed during each surveillance audit. Special attention should be paid to the
following:
PREGEFEAL, B ARRE R DHAT IR N ZHT R, B ORAEIE S B AT 50 B IR H
o Mo BT R AIE o A% A B AR S A AR R, (B SCHRPR e BRAh . FERE IR B 1 i
RS IR R o B PR AE I A B EE SR . Al R B E R AT LA
* First surveillance audit shall be arranged within 12 months from the certification decision date (i.e.
issue date of the certificate granted after initial audit).

O E H A NAE AR SR E H ) CRIT O i Ja iR i H DD 82 12 S H A 224k
* Upon arrival, check if there is any change from last audit (e.g. personnel, location, scope). If the
changes would affect the registration, the auditor shall revert to GMPC Program Manager or CS for
advice.

Rk ZM G, WA LRSS SRR (B AR, el JBED o R
S S U MAAUEVE N, ® A% 52 B ) GMPC THH &2 BER S ¥ i) i1
* Ask the facility to provide the CAPR, and check on-site if all points raised in the previous audit
were closed. Auditor shall fill in all the information required, take back the original and leave the
copy to the facility.

TR A 2T IR ML CAPR, FHAEIUIZ R & L A% PR S TR A R 75 C . H A% N
HEARTER, wEReE, T EEagei .
* When renewal audit, certification recommendation and decision are repeated in the same way as
initial audit and a new certificate registration form was needed while it was not necessary in
surveillance audit.

BAEH 2, AR UONRE AR S UK AZ AR R, 75 B S 3 UE Ty e, it B e
CAURN
* Provided any critical or major nonconformity lead to re-audit or follow up audit during the
surveillance audit, the audit cannot be switched to pre-audit and should be completed on-time and
then a special follow-up could be arranged afterwards. Suspension should be considered when this
case was encountered. For any case of suspension or withdrawal (if appropriate), the Suspension /
Withdrawal Form shall be completed. The form is reviewed by the GMPC Program Manager or
his/her delegate similar to certification recommendation.

T SRAE B A P R AT O B BB R AN T3 B R R A BRI AR, U R AN RE
NP AR, T NAZN 5E 8, 5 AT A HERE I BRI i A% o AEIXMIEL T, N R IE
X AR 5 B (& A AIERIIE GG, RIS 5 iR . %38 i GMPC T H 22 3 8
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HAgm N GvEe, TGRSR .

* When all activities for renewal are completed before existing certification expiry date, the issue
date of next certification would be the date of certification decision while the expiry date of next
certification cycle is based on that of the existing certification. If not, validity of existing certification
cannot be extended and this shall be informed to client for the possible consequences.

WAL B VAR R RT5E B 7 BrE #aEE 2, N — IR H 1R IR SR E 1 H 3,
TR — AN OGIE S A I 23 E AR R T I VG R 28 H . an 5OR AL I DAIE 2 A A 58 plifi
WE, A IERA A REE S, N R % AT RE Ja A
* When all activities for renewal are done after the existing certification expiry date but within 6
months, certification could be restored. The effective date of next certification would be the date of
certification decision while the expiry date of next certification cycle is based on that of the existing
certification.

WRAEBA VIR R S E AN 6 S H N SER T Ira #iibis 2, af PIWKEIAIE. T — M AE
(A= 250 1 S D IE SR B I, i — SO R S 2130 K 2 T I DGR ) 2108 H 4.

5.5 Hard copy filing 455 U 44
All the related documentations and records should be kept in the public server for each audit,
including but not limited to:
BECH A A RS AE s DR AFAE A L IR S5 2, BFREAR T
* CAPR
A IERE RIS (CAPR)
* Gift and Gratuities Policy Form
AL AT I S 55
* GMP Audit File Checking Form
GMP HIZ Mt A%
Retention period of all documentations and records is at least the current cycle plus one full
certification cycle.
JITA AT RHAC 33 1R DR A ST PR 2 /0 O 24 i Ve S 30— 5 B () DAIE JE 48
Report reviewer shall check the package against the GMP Audit File Checking Form to see if all
required materials are filed.

T e 53 N ARYE GMP A% S B AL SCAH L, Wl ORI Bl s MR A4S

6. Remark: One man-day is counted as 8 hours excluding one hour lunch time. 0.125 man-day is
counted as 1 man-hour.

Bk 1 AT 8 N, R 1 MAEBI . 0.125 M AKIK 1 T

6. Change Notification 25 5 i 41
6.1 Notice of changes by ESTS

ESTS Jfr & A% B 3 A1
If there is any new requirement of the Program Owner or Administration Organizations, as well as
ESTS’s own requirements, Operation Director shall determine if it is necessary to inform the client
for the change. CS would inform the client for the changes (if necessary) such as
WIERT H BT A & BUE BN A BT ER, LA ESTS H BRI ESR, 188 DI N e &1 7
EEME AR E RGN . WFRIEA, CS B IER AT N R,

- The description of the nature and extent of the changes
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AR B AR o A B

The transition rules

R WIE

The effective date of the change

A B (R A R s

The process for maintaining existing certifications
YERFILA VIR RE P

The need for the signing of an amended Certification Contract.

BT IR & R B ZE

6.2 Notice of change by clients 7% 2% 5 i %1

As per the terms of the Certification Contract established between ESTS and the certified client, ESTS

shall be kept informed in a timely manner of all changes that may affect the capability of the client’s

management system to continue to fulfil the requirements of the audit criteria or other normative

document(s) used for certification. The client needs to submit a formal application for the change

with Change Notification Form (CNF) to ESTS for further processing. The GMP Project Manager will

review the change and determine the further action, such as

FRHE ESTS HIRUER 7 Z AT L ARG [Rl 253K, ESTS M A2 B 35 1 BT vl e s i 2% ) 57 AR

ARFFEAT G A UHE I SO At B T IE RO E SO SR AR B . 29 7 7 ZEal I 1R A0 AR Al N R
(CNF) [A] ESTS #2232 IER AR E 1, DA — DA, GMPC Tl H & 30K VF o A8 B JEff 58 )5

ZEATE, Bilhn:

- On-site audit is needed (a new full audit or a limited audit), in case of the facility address

change, scope / product change, etc.,

AT R % G AR BCE R ), Fln T HihkAs s, YulE/ ™ mAs 4%,

A new certificate is needed,

T TR 5

A new Certification Contract is needed,

B A 21

No change, or

Other actions

HARAT S

The related personnel should be informed of the change and action if necessary, for example the

auditor should be informed of any new requirement when conducting the audit etc.

WVEERS, AR A NS FIAREE AT B, 90 Gn e A% R AR AT A B A TS AT AR T R B R A
7. Forms and Documents Fi&- 534

# Form / Document No. Form/ Document Name
L& ST R/ T4
1 CERT-2020-049-VOX GMP Audit File Checking Form
GMP # i U B 3R
2 CERT-2020-048-V0OX Corrective Action Plan Report for 1S022716 & GMPC
15022716 & GMPC 2 1E 5 jifi i+ %Il 4R 75
3 CERT-2020-040-VOX Audit Plan for 1SO022716 & GMPC
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GMPC \IEFIZERF

1S022716 & GMPC & #Z %I

4 CERT-2020-042-V0OX Cosmetic GMP (US) Audit Checklist
1t i GMP (US) A% B

5 CERT-2020-043-V0OX GMP Documentation Review Report
GMP v R

6 CERT-2020-044-V0X ISO22716&GMPC US Certification Audit Report
15022716 & GMPC US TAIIE H 3R 5

7 CERT-2020-041-VOX ISO22716 Audit Checklist
15022716 i %A A%

8 CERT-2020-052-V0OX ISO22716 & GMPC Change Notification Form
15022716 & GMPC 45 5 i K13k

9 Auditing-2013-001-VO0X Meeting Attendance Sheet
SRR

10 Auditing-2013-007-V0OX Gift and Gratuities Policy

AL ot TSI B B

CERT-2020-036-V02

Page 12 of 12




