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BE [ BE i LU FE E 440 %% ( The Pharmaceutical Inspection Co-operation
Scheme, fjf# PIC/S) | AHBEEEST GMP fE& 2 ERHEAFHETE TS
FPR4E&E - 5 2018 £ 1 A 1 HiEHrgAR] IFDA ~ = HH TMMDA ~ SEp5Ef
COFEPRIS BIEAG & - G BEGE 52 i > 578 49 (EE% - WHiEERAAM - B
e BARENS IS - PIC/S B8E T GMP JEHEERIEAT - R mE 5
{ERNGRBIEE R - WA BRI E T A - IREE A R e S e

( Taiwan FDA ) &3 PIC/S —ZFEEMI A EaEfZF » 1220134 1 A 1 Hik
IEFRLAR PIC/S 4HE%EE 43 (H& & - 5 (2018) & PIC/S 5 _KRE HZEEH
129 H 24-25 HREBIZINEERH - AZCRA GRS 8 PIC/S G5
AR o WINERE BfSsE RE - EEHEMBIRIGEK GMP IEE&S{FEH
ACREES 9 H 26-28 H2:0 PIC/S FE[EHETE - PIC/S st &/ IFE B E
RZRERE2N REBEREEEFEMSNERBEENEERS ARV T/
Fy U A ayiEHA Y B HE (Management of Risk Through the Product Life
Cycle) , » HHFZKH 46 {EEIZE 200 (L EHEEESH - KARRE N Late
2 BIRETER BT A WP EEA(E RTR B RE A B AL
AEE - FERTY GMP f52 - A BN BN P 2 iR A B dE K -
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H#Y

BF PR B EE L FE B 774V 4H 4% ( The Pharmaceutical Inspection Co-operation
Scheme, fiff PIC/S) AHEEEEHME RRISHE (Good Manufacturing
Practice, GMP ) F§& 7 BEEHLRAHEEYE J7 BIFR4RER - B &M GMP J5#
BEAEEPEAD ~ FEEmE —BUbMNGREIEGE - WAERIRE D EEE A -
PIC/S @& Blmffi=ER AN > 25 BHEE 52 (8 > 2/8 49 (HEx - £
FALFREREE - HAMINSEE ~ NS ~ BN ~ Fring - Bk ~ PLesl - FEdE -
ENJE ~ 4175EE - HA - iRl FIN A B - & SEEEE I+ - ZER 2010
F 6 HHRIfTE @ AEF B mEEYE )5 (2013 E 7 ARl A AR & o
SEYYEEE ) IEXE PIC/S R AGHIEE » 40 PIC/S — &5 BB A G el
F2RF » 12 2013 £ 1 A 1 HEEIEZES PIC/S 5 43 HE & - HATIERRD PIC/S
A HFEEZE AR - ke ElirInHEEFE - SS9 ~ EE - ke
FIFREEEIRREANGERM -

PIC/S B HZ &% (Committee Meeting ) FEH [ 2 K » & th§f¥E GMP
AR RS, - BN ZASE - 9% 058 F BT > HEASTER
PIC/S & & ~ &fFBff (WHO ~ EMA ~ UNICEF - EDQM) K282 AEHEH
BxAERE - 5 (2018) FES_KEHEZSEHN 9 H 24-25 OREEEN
2EF - BREFR PIC/S 4A8 7 (ARPRER R e E AR R e
g iR B PIC/S SFEARE MR » 4ERTEN PIC/S (S G &M » 1
INFREL = B AE R B B P st i - iz S Bt E (V4 3¢ GMP fE B & /FZEH

PIC/S F T & £ PIC/S 4B & {le S EATAE B PR R B — B bRV B HEEK -
PIC/S &1 R E GMP S AR g - WFNGEIFE BER 2 F20m -
REBEIEE ST EWTAFEENEEREE - 2018 £ PIC/S tsTE R 9
A 26-28 HEEH = K#1{7 > H3EE] U.S. Food and Drug Administration (US FDA )
AR TR T AL AR B EHE (Management of Risk Through the
Product Life Cycle) AR HEI A SBEEZ0 - PREVEGERIEIMERIE
{EZ T & Panel Discussion 7 BUEE A » —[EIERE &4 5n 2 4= apn A AARY B B B K
WY FEF b TRR#Eme e s /'8 B8 Kk GMP/GDP {84 » DIE#E
B SR AR BRSBTS B s B RS B BB C ISR B RE B
FERITS GMP FE& » EMAINwEIB N EE e R CE -
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HEI A B ZIRFA 2018 42 9 H 23 HAERRENSERIZAIAF 210 PIC/S 2018

FEEHZEGHREFREVIE |, BRYHERTER 9 A 30 HRKEFT > T35
R ERE B TR E A & (FE » 10 10 A 8 HIRHKEFT -

1]

+ EIERAL

o] 22 B2 4 L FE A 177 4Y4H 4% ( The Pharmaceutical Inspection Co-operation
Scheme, f&ifE PIC/S)

+ ARIERAL

[ U.S. Food and Drug Administration (US FDA)

- B -

9 H24-25 HPIC/S EhZEEH (AZF PRIk R - oMt )
9 H 26-28 H PIC/S Wiste (A3 « PRELHERSR, - MmmR L)

v MRS

ZE = 1115F Palmer House Hotel

- R

Mr. Boon Meow Hoe / Health Sciences Authority (HSA), Singapore

N~ HEAR

PIC/S B HZEE®5 : PIC/S @&t - WHO » UNICEF » EDQM } EMA
% PIC/S BTEB T » W PIC/S AgHFEPRERERESE -

PIC/S TASTE : IRAEHRET - KA 46 EEZME 200 L EHEEES
B o

2~ FRNTEREE

PIC/S EZEEE (PIC/S Committee Meeting )

(—) fthEEE PIC/S ASELN ¢

1.

1A PIC/S fRHIHES » ZITEHETT PIC/S A GEEEHEATENR » 64
(1) EEsEJEER (Scientific Centre of Drug and Medical Technology
Expertise * SCDMTE) : 2017 ££ 9 A IE IR A S THERHS - HAT

2



[ ERFEE S -

(2) fRI0FEE (Bulgarian Drug Agency * BDA) : 2018 4E 8 Hig W A &
sl FHER » PIC/S 4HERAFERIVBIUNEE S E /S (EMA) J2 2017 4
3 AT e ts &% (Joint Audit Programme » JAP) $izts > BL
BN A ERAE -

(3) P (National Health Surveillance Agency » ANVISA ) : 2010 £ 7
AR A SRR - SR AL FEE REMES - PIC/S
HERESTHEEE (clock-stop) » RIEFEHAEER £ 2021
_fqz o

(4) ZFEAF (Directorate General for Animal Health and Veterinary
Medicinal Products - Ministry of Health » DGSAF ) : S ZEfEZ& B8
fir-2016 4 8 HEEH A G HIEE SRR RFB #ERRE 2015 42 10 H EMA
Z JAP audit #i 5 DA B A& AR WARET 2019 FE—FFZE
LT E T -

TEETEE (Pre-Accession ) HIFHE]Z? -

(1) 29H (Jordan Food & Drug Administration * JFDA ) : 2018 4 8 Hf&
A G THRE S

(2) EEEMTIH (Drug Regulatory Authority of Pakistan » DRAP) : 2017
F 9 IR A GTHEEE S - BRI EsEE -

(3) YPEHERY (Saudi Food and Drug Authority » SEDA) : 2017 4E 7
AR A G THSFE S, - Al -

(4) {HZEHT (Russian Federation ) HY Ministry of Industry and Trade of the
Russian Federation ( Minpromtorg Russia ) 5z Federal State Institution

“State Instituteof Drug and Good Practice” (FSI "SID&GP") : Ef
Zt 2017 4 8 HIRIB A GTHEEE S » BRI -

HAMf,

(1) APE(National Medical Products Administration’ NMPA ): iij CFDA >
YEFEL PIC/S #1722 &9 (PIC/S Executive Bureau ) 73 B [ ¥ T &
e » BLEATHACSURER B R A GV R T T A TaT o -

(2) EAJE (Central Drugs Standard Control Organisation * CDSCO) : J&
BEINEEWE - BRFLE PIC/S $TEESEHENEE
% o el emAKHFAG ZHEEE -

(3) JEEE (Philippines Food and Drug Administration * PFDA ) : #72]
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2.
Bs
4.

(=3
1.

IR, (ASEAN) ARMHRBERFERAVARE - HE
A PIC/S dH& et A G HEE -

(4) HAWBRFIRREA P PIC/S 44k - BIFEEZEFEAR (MoH) ~
EERZE, (MMDA) ~ &iifil (DGDA) ~ EHmthaz (INVIMA) »
K&K (FDA) KEns (PPB) % -

PIC/S & B KRR AGHINT TE— (FER : 52 (HEgAE » 2

a4 EATHFEPEER - RE® 4 EFEEFFERER - TR ¢

2018 £ 11 H PIC/S Press release ) °

PIC/S MEMBERSHIP APPLICATIONS

PIC/S IR ® & 7 FH:T## (Re-assessments ) -

2018 FHEZHIEENE A © [MfEIE INAME - ff1- Swissmedic ~ 5 5E6
SMDC » HeARZBAHRLE PIC/S s IIE(L R 5 SMDC 2 EithH
T hE R -

THE] 2019 FEEZFRHERVE A ¢ 15 A RORB Kk EJFE SAHPRA -
FHET 2020 FFHEEZFHIVHENE R © HIJE NADFC FARPER Medsafe °
TEEAZ R 2021 FRZ g B ER 2 HHE -

PIC/S GMP AgEEHBATE S Z s T3 |
PIC/S ~ BXEE EMA £2 WHO Hi#&1£5T GMP Guide [ftfll 1 (GMP #&EE
mfVEE) ZRHER - RESTEEDR 2018 43 H 20 H58HAR
EREE - WIS 6000 ZREIGRER, - ZIkHikS TIF/ Nt
o MEEHETHER ] TR SR L T RE R -
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(m)

PIC/S GMP Guide [ffRI] 2 (¥} &2 42 i B8 K FF AR B R 7
(Advanced Therapy Medicinal Products , ATMP) ) GMP #23# | /(&7 T
TERITERET R » FLEIRT ¥ ATMP EE 38 fEHTHY Annex 2A 22 » [HAY)
2 Annex 2 HIMEST K Annex 2B » DIRFEBREE A 2017 &£ 11 HET
fE#i~ " Guidelines on GMP specific to ATMP | » {fg #E &R EFAEAE > 177
AO—EY - |
BREHER PIC/S 4HER3R IFHF & 14/155T PIC/S-EU GMP Guide » fIFES 3
(BEEGE 2400 ) ~ SEIUEE (S0 ) ~ BYRI 2 (AR 50k S s 2 i B )
MR 11 (EBRS EZ4R) ~ BRI 13 (WoE FEEmAYELEE ) ~ RN 16 (QP
wone SCERIAT ) K MTRN 21 (ZEsnifi AEE GMP) -
PIC/S #ig 528 T/E/NH (PIC/S Working Group on Data Integrity ) &
B F8513244 (PIC/S guidance on Good Practices for Data Management
and Integrity in Regulated GMP/GDP Environments ) - %R EF%%
HHEA B ZE e (855 ECA Foundation, IFPMA, ISPE, PDA %) {7 A HA
3 (i B & R&#E (focused stakeholders’ consultation ) » iff [El 2538154 PIC/S
BT -
PIC/S tif 45345 —2M: T {E/NsH (PIC/S Working Group on Classification
of Deficiencies ) E#E7 55 |30 " GMP #t4-434K ( Guidance on
Classification of GMP Deficiencies) | f&52 2019 %£ 1 H 1 HIE= A%k »
Ry PIC/S $HERAY—THE KRGRE - E IR AR TR TR » (R HECR
AN [EJFEE BN faldh I 7 4R Y — B - B #E B2 EE( Critical )E HH EE( Major )
RS [ERE R B H R R ERSE - RIS GDP #itsk
THEREN AT TG T DL -
1L PIC/S WriE A /250 B8 T{E/NaH (PIC/S Working Group on
Whistle-blowers/ Confidential Informants ) » {32 FDA K 35iE] MHRA
JEE - I OrbEiR S B S AR -
AERFG FREE (2017) F 9 AESEYE PIC/S HFa &k EEsT
"PIC/S B ERIESMEEM 8% (Aide-Memoire on Quality Control
Laboratories ) ; Z#E[E - WiAFFIA 2019 F2 T EERIER -

ExEh PIC/S 4H4%E=F2 (Pharmaceutical Inspection Co-operation Scheme )
EEp=

PIC/S $HEREEATXIEST K 2012 £ - B EREENEE]ETE » BFEH
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(7)

(7%)

(£)

WEE S PIC/S 4BGAVERENL A2 IFE AR S, RAHSER 1B
& 5 (Participating Authority ) El& 5 &k (Competent Authority ) 27 &
& » Wl PIC/S 8H&RZ A taBiThEE - FARBISCFHREIG S - BHE%kE
s EEMtE BBt E R - THEMESTRTE4THEEE 1 4 -

PIC/S Inspection Reliance 512

Rl B G &1F - RSN EREEE TR - PIC/S 12 2018 £ 6
A 1 H4:%¢ " PIC/S Guidance on GMP Inspection Reliance | SZ{4: » i By
L ETRR - BB G BT - ARG UEFRFEN

HRFERSEME 52 GMP 59X HE T » DL bREE S T A ZER
ZEWER - ARCEAEEERR -

PIC/S FEH LRI Bl dk

PIA FEZ& £ (PIC/S Inspectorates’ Academy ) A2 ERMEAVFEERE
s FIEEIFE I - BB AR E 2K 52 &g &b 2000 fiIHYE HTEE
B > HEeTHV4R FEE 2 aL Sl 500 HRalllaR A B 250 (a4
F - B AR EBIPEARZEE R — BB GMP FEEFI4R - F{EFEE LS
[EEHARAEE S - 41 GMP B3R ~ REER ~ IEETVABIEDT - FEER
FiZE - WEEE BRI PR S AR K i3 s -

PIA 73 % 3 FEERRRAL - ELIR 2016 FF58R1EE 1 FE ExHIARIGZRES el R
L BRIEEATISE 2 [EEL - BERSSHGISRER KAV « 4 E
EE LMY R B PIA SRANAVERL » WFRHES ISR B EIR SR
BVEESE » MBREEEALETSE -

ITHA PIC/S &2y GM/DP EfEFER B3)l|48)E5E) ( Training of
Inspectors ) » FZZEEHERE HEEES » &5 ¢
2018 ££ 10 A 16-18 H a1 E s AEMPS & PIC/S (B RiE
FHAR B ® e (PIC/S Expert Circle on Good Distribution
Practices ) | °
2018 £ 10 H 23-25 HAMsREEEYDH CPI &M " PIC/S IR ~ 4H4% -
P F o A B W =% (PIC/S Expert Circle on Human
Blood, Tissues, Cells and ATMPs ) | ©
2018 4F 11 H 26-30 HHAHAMGAH PMDA T3 (PIC/S 4H45S7FF)



I Japan / PMDA - ATC GMP Inspection Seminar | °
2019 £ 6 H 19-21 HHAZRGILRIE—E "PIC/S £HKFERZ X
TTAVEHIE S e (PIC/S Expert Circle on Cross-Contamination in
Shared Facilities (CCCISF) ) | »
2019 4F 10 AT 1R E B AEMPS &3t " PIC/S [l 225 5 fE
&5 (PIC/S Expert Circle on Active Pharmaceutical Ingredients ) | °
2019 % 11 H 13-15 B BAE i d B4 MHLW& PMDA t[Fl7& 5
"PIC/S FEEHET® ( Annual PIC/S Seminar on “Quality Assurance of
Sterile Medicinal Products —Annex 17 ) ;e
2019 FEAE B REE AR HRPA RV Hife & BHHFISERE(PIC/S
New Inspector Training Course ) | ©
2019 FFAHIFEH NADFC & ¥ " PIC/S MR ~ 4H4% - 4Rt for A= 88
EimE R B3 (PIC/S Expert Circle on Human Blood, Tissues, Cells
and ATMPs ) | =

(V) PIC/S ENZEE G EMiEE

PIC/S 4H %% 5 bl e 77 8% & 5 T /F/)NaH ( ASEAN Pharmaceutical Product
Working Group, PPWG ) #&E#JETET AT EOL ( Exchange of Letters ) 581k
2 GMP FEBS1E -

1.

— ~ 2018 4E PIC/S Wsler (PIC/S Seminar) © %4524 drEHl > R e

(—)

(Management of Risk through the Product Life-Cycle )

% (2018) 4 PIC/S Had& LR HREEA B35 US FDA » £/ A " 4
24 aiEid > F S (Management of Risk through the Product
Life-Cycle) » 3 H 46 {EEHZ - i 200 (IfEEE S - FHEwEE
o A SR R R R ~ SE 2 E nEin L E s T e e e i
HiZ R A TP B DAREGREE MY ~ Bl RO E
FEEBEA R EE T EWATEE RGBT ZEE - IMEE %S
MR REE RS - NRUR E R (T Workshop 73 4H5T R @ FEEAT -

EREL Yy - a4 dan il 2 JEfE (Perspectives on Risk through the
Product Life-Cycle )

HZR E R ~ BN ~ SN R EE RS FRE A EIE S L B -

7



(=)

aofl - HARFARSZESEEELEEGE - A E Eambiss - BRE
B ~ _LiisEtEE TS ESH - 7€ GLP ~ GCP | PIC/S GMP jHZE 24 dn
HHTER  [FEEmER L ZEARZF R PIC/S 8 EEEIRSE -
REBIEER @ @& mmEEH -

BN - EHFEDES AEMPS (AERLER B EREE B 2 AIsEH
Bl SR B e R T RSN R G R B AV e HE » AR ~ &
B RITEGEI S - TSR T 2 ERBE A sE s (BEEH
HESF3E ~ (RZz2/008 2% ) » (BEFRERBEITEFEE S 2
1Y > B A E AT O RA S T E 2 K E PR R R & vl AE K
JEE i JE\f

M - H3EE US FDA RS EZB 2 EE R A48 " CDER’s
Risk-based Site Selection Model | » “EE2EkHF4Y 5000 FFELEEE (&R
1188 ) » FEARIVEIR TIPSR TIE AR R — RGE » %AW
ZEEH B A SRS - FIRIEE HI - B ERESL - AT
EmiEAER (BA - #E - APURE - £Y%Emn - ESHEE) R
ARBEE » WRETREHER B - RERERERIEEE - H
B FDA #%3% 7 EEvin CPP _EEA Y ATRIER H I - tHRH & 97F
A FDA ERHEH » & 30 REH—RER DB ARG MRA &2
Bl A5 8 > FDA Bl 240 R B R E R E R AR -
SESL © H Abbvie AEMFR EHRF S EE AR B - B
H -~ I R T ETREEK ~ S A4S SR o MBS S R
BREE 2BV - MR RIEE BoA B R B B 7 AV R 2 IR o] e b
TNEERg EHE  AIER B — B B A 2 GMP 228  [RHIR e A SRS
N RERFE 28 PIC/S 4BGRAR (A 2 ] GMP SRR AR A —B
FERRSZEEN IR (SEEERAY - DREKE mELmE AR

bgz -

ot iERE > SEE T (Quality Oversight through the Upstream Supply
Chain )

F—85 © FREE (Part 1: Purchased Raw Materials )



JF#6}EE ( Active pharmaceutical ingredient, AP1) H[EEE & iR S » &
EEAEE 2 — R R EE 7 R e 2 SR o AT EE AR T/ A airs
EEAEERS - F REERIEATIER TS (2018) FEHNTHE
YENE) 4 FE 2 JE 8 Valsartan # N-Nitrosodimethylamine (NDMA ) ;T
REM - 5 NBREER (FEE=AEHE > SRl RE-2k B HEE
HEL -~ BE- g - Hi-EAAE) EfAEENRBEEEARE
MERAEANFFREEER RELGLE - A5 QA REFHHE - Ri=
BAmBRREHE - \BERBEEAFUEY - RESHREERE -
WA 5B ~ M EELAHAE - RS ERE A E -
Fraslias istat A RBCRF ST -

& — ~ fEFE=ra@nik
HhE Rl EAERE (Audit trail ) ZRIARSITICA 25 ~ B
i 2 EEAEEERAERER Kol EE: - EheiF/EEE
SEEEMEEERE ~ Out of Specification (00S) 4ERFHEFESE -
% 2 RO SR (L FE G T e & R 2 B\ » 40 TR A A o e U 2
JRARBFERE R - scfiilE - BB (k- K~ BEE) ~ GMP

ARFEEM (BEEN GMP ~ warning letter ~ &3 ) ~ 308K - H

i SR 20 ~ (R E I R 4 E 2 R EE (AR E 2

FEE R B PMEZ TR Z BRAE ) TNE ] Reff B e SEALE

i 7 AT -

B4y T ZFIMEZE (Part 2: Contracted Services )

ZHIMEZEA Lo £ 4 (EFEES » BA3E (Development ) ~ iS58
( Technology Transfer ) ~ 4=z |77 ( Commercial Manufacturing ) B%% 1|
(Product Discontinuation ) - & HIZIMEFEEFH A E 5] E THERZEIN

FEHEEMKEEEE . 60F - ERNEE BRRFHER

9



BRI E AR PR Y - oS ARBERE
et o REER BEFRIMERMERRERE - § R GHE
e afmEAMESYy ORI ~ BIREY - GUERAAZEE
FISLH: ~ REMEIRF K EHSLUERNEE -

g B >

HUFEEH] (Maintaining Process Control )

2003 4 » ICH ( The International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use ) %A %E 5 50/E E 25T
HIEHEfEES " Develop a harmonised pharmaceutical quality system
applicable across the lifecycle of the product emphasizing an integrated
approach to quality risk management and science | » TS5 [ {FEHE
Q8 " Pharmaceutical development |~ Q9 " Quality risk management |~ Q10

[ Pharmaceutical quality system ;~ Q11 " Development and manufacturing
of drug substances | * TEsT44 A Q12 " technical and regulatory

considerations for pharmaceutical product lifecycle management (5 H B £

e
SEE °

ZERRIERF Q8 ~ Q9 ~ Q10 H:[FsH&EMRIEE M2 EaBIEM - DA
G A GER B EH RS (PQS) HmEERER (QRM) TH »

PEEmBAZ - EEREE » A EPEEELAEHRIEE (science-based )
FOIESA B (risk-based) BYJ77E > (M fndE 5o B A dp I HARV ALK

#E - T8E B BT ERR R SR B SRISHET - BEEHERKRE

HAGEESEE SN B EE L4 - IHERR SR A 2S04 E

BEJT > PARIEEEmmE - B GMP V& -

Q11 St JERI SR FE BLFAEE - ST SE M T Y HAE 2 i AR S
FEATEY T R DARECR BRI E s E - EIERRRRE 2B (CPP) ~
FRfREEE (CQA) ZRTEHEH] ~ BUETER - SefarlErRt -
PRAAIBSE ©

% ICH Q8 ~ Q9 ~ Q10 1 Q11 R (M Lay M EFEERIEME TE
IR E RN B R T 7 - (B BLSE e B FRIIGE RA5799 Bz2iE » ICH
Q12 [AlELFEE M4 » 4 Q8 E Q11 fFEAYHRL] » ABIRIRFHY ICH
155 [ XH-EEAF PR #MEE Q12 FEEAE LHRFERAVEEEH]
WD E S BR AR TR - (EEE E AR T HGEREE S
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()

TR > DUR DA TECE I - {EEERREE R Q12 BVRTHER B A S0
BEHZG - RIREEHLS - EEREND®E 2 A e Z I ME

oK o ey [ LB i B R A R R R AR ST

280 BRI o RETEMEZE b FBHREERRN c L8
WA E - DETETTEETR @ WS Rie & A s o B A

BHMER - MEESHEERSRINELERE - GBS

AT » AN fn ETTHRES » FR1 > Q12 H i RESG IFE & BRI AT S 4

BRERE R SES R M E G REANEZ T A T gR MR B EE
HIEEBREN CPP » CQA FEFHBMAHE T » TARAS g
HRIFEETTIA » FEwmal el - FEE SIEMEIN - REEHE AL S

A EFEENRSEE -

TR fEE T ¢ R4S (Quality Oversight through the
Downstream Supply Chain: Finished Products )

ZEEE R > B IEEANEHERE - SRS AT TR
AE ~ NG - BELEEES > MEHEREESEHE » SR
HIBLRE I S R 22 AT RE 2 B SRRV 598, - (REERTRER S A B e
RHVIMERE Z— » DB Rl » (i pBR BB A Ry B A B 5%
T A BN A RO T S L fER - (e A A RE — e
5e LAVHLsTR A RENER LRSS - St EREER A RS A\ B T 5E
FlyzE iR P EEHE - BEREBE TR S A EH - N
B R EEE S H SABLESER B R E B R - EFIAIC TR ot
g A B EE A EIREI AR T 5 B B R e TR S - (LFERG /3T
ARFAE RSB - EiERERE I E G R
B AZER ABEIR P HETTETG - (I3 ~ XM BE S BB R P
BIARSE - Emr bt R A e R — » EaiE oA Ee
B~ KRS BB TG - B TS R RS e R A (LS -

1B R#HEFHHFE (Good Distribution Practice , GDP ) {45 T E{REE Si{eHl
EE PR B SR E DY/ GBS AR SR A - JEER 2012 FEREER
PR EHEETER & GDP MFE  FEEEE R 1A 1K ERAGEHE
ZRmELZS (HRaEERLARNVE SRR « RESORHEER

= IS ERIE ) - Ey (FAREIERIR T OERER - &
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(f1)

(

N\

EEARE - BIMNERFELEARSE) - BRA - fIERmTHE - XX -
aefl RIS - BEREFER o HERREIEASEE -t
PRAPGRARER - QR Code BRATAZERG AR EEMAMRTE -

iR EkE 2 FEEZ7HE (Risk Based Inspections )

FH LRI B 1R AGES 3k » IRREE PIC/S mE Eln EH H K E
FERE 2 435 PIC/S 4H&RAVTES | 3244 PIC/S recommendation on Risk Based
Inspection Planning ; 5% BEArAHER S FHASES - HREETESERIE &
7 BBETAS » HEPo B aFEPR/EEER (The Intrinsic Risk ) Blff&
P& (Compliance ) » 7R EBRETSTH B ARIREERM AL/ ZE AR R

(Complexity ) B SIIRASEME (Criticality ) » FF& ML RIS
TEE R S BHER AR ER S B

ST SR E RSB 2 B ERE B R SRR - AR E B
PEER 2 A B K8 BRI i i S £ BT R AR AR BE T ]
2 B S R e SR B AR R SR TER - s IR EsER
RIEERITRL 4R EEE (Compliance Risk ) ~ S5 A58 4:
( Evaluation of Document ) ~ 4 88224% (Risk of Change ) BIFE# kA%
TeasefE CGHryastds ~ IRt E S/ A ESE ) MEM/SE (a4
R ~ HEF)

IS HR e A B R ISR - TR R FIRYE RS G » SO0
%%@%I\Eﬁ@%$ﬁﬁwﬁﬁﬁﬁ’ﬁﬁﬁatﬁﬁ%ﬁﬂﬁ
B © A LTS IR H RS B2 (CPP) -
BEREIEY: (CQA) % B LTS MaEH BEes s - .
A - A RREES -

FheEfm g (Drug Shortage Risk )
HEAG AR A\ T2 —RJRE 0 B AR SR AR R R e RE R R

HZELRUS R R T - BARKE - BRERELIUK - BEk= KR
EEESE -

HEEASEE - Bt E@Eﬁ;ﬁ%ﬁ;ﬁﬁ%ﬁﬂ’]ﬁ{f SUER e
ARG B E s VB R - AR AR « Y NsESR
JE T2 RE - WAEE SRR Bl A R ETERE | Eﬁf%@ﬁfﬁﬂhﬁﬁﬂﬁ%

12



HESR AR L HEH R B T BB R ARy - RER B R ISHIEZE Ve
6 fiEil A AW g B AR (L RV ISR S5 M LIE RN BN ERIFE
HYZELE - BREETRREZS TE e AUNFRE TG R s - FESd /LR aR RN
FEERBIERILE T/ NMIHEEERIE R SF - EAERGIZERBIER
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