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| R fR B 2 L FE R 77, 494H 4% ( The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme, f5§fF PIC/S) {41258 F & 44,
1B BEEUERFE (Good Manufacturing Practice, GMP ) F&7 2~ HEETXRRLH AV E
TGRS, » B %Ehn GMP AR ~ FEE G E — Bt K INsRE
EfF » WATBIMRREEEZE AT - PIC/S & BEIEHILIT 8 & 5 - 12 2016 £
8 AME] 49 EE 8 - G BBz EMERTIOMND 46 HER » EEREEEE
XK > BAAISEE ~ JIEK - BN ~ Frhosk - Bzkraas ~ Blesl - mEIE - B -
SHPERE - HABRRESR R B - B 2010 4F 6 H AT TR EE B
YrEHE (2013 £ 7 AU AEAEEFN e mEEYEHE ) IEXH PIC/S {2t
AGHIE &0 PIC/S — 25 IBEM A Geifer - R 2013 £ 1 A 1 HREES
ks PIC/S 55 43 (HE & - EﬁﬁEEE%EjJH/\ PIC/S FHYBIZR AT ~ B - =75
FAEHESE » S - #E - mEen - KTEFREAGER -

PIC/S £EEHZEGFHFEAERM 2 X - M 2016 ££/& PIC/S E/RAGE
A1 R £ 7 B 4-5 HREESEIR A6 » WA BREGHEERAER
PIC/S 4Bz RFE (S—IARBBRMERR) - WANFEAETZE G I
e hRER (2017) FEGE L PIC/S £EH SYHEEL -

PIC/S 4FRERT €1 PIC/S A RHERS 2 IS — B ey S
Z— > PIC/S FAES I E GMP HE AR E » MRS IFg BRER 2 RF
200 BEBENTEE R EVENENIRENERERE - 2016 ££7F PIC/S s
@i 7 B 6-8 H » H195E Medicines & Healthcare products Regulatory Agency

(MHRA) &4t » FREE TFEELHE > K3 (Inspectorates of the Future ) | o 4%
TIREHE bilgs - EREEARBEREEES - WK &R ERIETE
B 7 AHEEZAER > FEA GMP 182 > BEMA BN FEIBINEE T
BUSERESE/K A  GBIEEMmS BEaT i - IR~ BPEAE R » M0 T Bt
BRI CMP FEESFEH - ABWINMTE&E 1 H (TH 8 H) HEEH
BT BTG BRESIERNEE R BB E ARG SNHAFEE
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R B2 g L FE A 1774940 4% ( The Pharmaceutical Inspection Convention and

Pharmaceutical Inspection Co-operation Scheme, f&f# PIC/S)
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i[5 Medicines & Healthcare products Regulatory Agency (MHRA )
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e 7H4-5H :PICIS EFEZES
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e 7 H 6-8 H : PIC/S FEEsTE
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- 7A8H : PICSHIGRENZEEH

(AL - EAIEIE - EMEEE)
HiEE @ LR S BETIS Museum of Science and Industry

FJ& : Mr. Paul Hargreaves/ Medicines & Healthcare products Regulatory

Agency (MHRA) , UK

AR -

» PIC/S EfFZEH: PIC/S & 5{{F » WHO ~ UNICEF - EDQM F, EMA
% PIC/S BEBHAE - PIC/S AGHFTRERZAKRSE -

* PIC/S SEEWTTE * IRAGHET - 2016 £F PIC/S HASTEHAZKE 53 {H
BiZ ~ 49 180 U ETTIEE S 2 -
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1. TA PIC/S f2HIEREE - ZIIE#EST PIC/S AGEMFTENEIR » BFE

() 278 (ANVISA) : ZITF#EfTE RAEMERE » SRIENEEAY
BHER o

(2) £#81 (IFDA) : Bt 2015 5 9 HR{TEMEE - T—HRKETE
AR, (herbal medicine ) S 2 574 o

(3) Z&7H+aF (COFEPRIS) @ L% 2016 4 1 HR{TEHGHE » faTflise
= TR 2 e ETEN S Tt B e EE MR A - DI E T
PIC/S 4H& 2 K -

(4) JEEE (PFDA): g2 FEIETERPEIE M AR PIC/S B3k » HiveE
BRRCEER (6 ) » AXRKRGFLLEE - FEITHATERFEIA
i (ASEAN) GMP F Rk @ PIC/S 4HEREERIE T REREhTIA
s GMP A illfiskiz - FHEHEH PIC/S AGHIE - |

(5) +HH (TMMDA): FH5t 2016 55 4 EEITHEMNE » ARZBRL
HEERRREETHEARBZ KA (PIC/S delegation) -

2. FHEFHE (Pre-Accession) HHEEEIZE : HEREERT (MoH) ~ & (ISP) K
I5fE (CCMPA) -

3. HAMW : fkEEHT (SID& GP) Kittkrg (DAV ) 2B S MAEE T ZEEEH#
HipE R AT A BRI N FERTEE 55 © 55 » PIC/S £l (Executive
Bureau, EB) BZARE (CFDA) RERGFGHEVIKEHFAGEE -
PIC/S FE K FFAGHNEE ME (Ee 9 EEXgER s/ :5
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(=) PIC/S FEEEM( PIA )IEZ, 43 : PIC/S F&# 2f5( The PIC/S Inspectorates’
Academy ) £y PIC/S 4H&REIHVER EE2E Tl - HEVEE ISR 2
F—EYEHY GMP FEE ISR A48 » 43 DERERE PIC/S FIgkEtf - fE5
EmiE K PIC/S 5 iRES - ERIN4E PIC/S @ BE|ZFEE & - PIC/S B
HTNETTRE - EAGBEEERGT - INE - IRREER TS
AIER  AEEA 2016 £ 7 H 14 HEUH -

(I9) PIC/S EFZE S (PIC/S Committee of Official Meeting ) ELfth 3L

[ /X PIC/S #7 » RHIPIC/S B S A ErZ /i (R 2r 22 T Z(DECLARATION OF
CONFIDENTIALITY & ABSENCE OF CONFLICT OF INTERESTS) » #7755 147

BAFTES 2T T

(71 )FTHA PIC/S K- B2y GMDP EISFE & &5/l 9R/EEH( Training of Inspectors ) »
(S

1. 2016 5= 8 A 8-9 HIN B ZR £ (US)& T FiktEE GMP (ICH Q7) FlI4
yEE | B PIC/S B PDA (Parenteral Drug Association ) RS 22 » A0S
BhFAIEEZES SN -

2. 2016 5F 9 H 26-28 HNTEEfmEH PIC/S B EMA ZRUHEIE QRM #HF
HGHERAE » AVEENMERE FFEREES -

3. 2016 ££ 10 A 24-28 HE ki PPBHK &t T PIC/S [f3Re/4H &5/ 4 F/
AR E L BERE g ANEHEREFEEES -

4. 2016 £ 12 B 5-9 HiAH A< PMDA F#it (PIC/S 4H& ) TGMP %
BalllSRERIE | -

5.2017 £4£ 4 A 5-7 HEMNEE AR TGA &t " PIC/S Rl 25 52 gr
o AEENERE AEEES -

(75) PIC/S GMP i EU GMP REXE B & e — BN E E IR
1. PIC/S £:I& EU GMP Guide 5 # PIC/S GMP Guide 7 Chapters 1,2, 6 &

7 SRR A SR BN T Eit ; Chapters3, 5 & 8 EL5ERE#T » Kk
non-EEA & EEiAR ; EU FHE 2016 £ 9 HF1F % Annex 17 &2 ;



RIFESRZK ATMPs FIRE 2 imdb » SR EE 8T Annex 13 - [ff EMA RIFES
ATMPs #HY Guidelines ( stand-alone ) ‘Ejifi{% B] #EE&IF EU Eudralex
Volume 4 # EU Annex 13 » |t » PIC/S IEEA EU & iEE ST  PIC/S
EIRFFESEEHH EU Annex 21 (GMP Obligations for Importation to the
EU)ELE Y 4Rf% » FEET 2016 4E 9 A HI5EAK Annex 17 FHE -

2. PIC/S EAEREE EMA 4Hp% ~ TAE/N4H (the EMA-PIC/S Joint Drafting
Group on the revision of Annex 1 of the PIC/S-EU GMP Guide ) ZI1TF#E{T
Annex 1 (GMP #EHIZESHIVELE ) ZESTIAE - 12016 427 A 4 HiE
HEETHRERS » KRRt & & Bk EERE R, -

3. PIC/S 5T " B se B A% T/E/Na (PIC/S Working Group on Data
Integrity ) ; $+¥HEN GMP BT 5w » E58dES | (Guidance) 5
—hi &R > HENKE GMP J GDP » SRRERIES 40 TN RIEEHES
#% (Aide Memoire ) i/l SREA1 fR AL T ETBES TR SR MEX -
455 [ERRRHE R B 1 4 B EE] MERAS - B
WA B AT ER e B ERE -

4. PIC/S M8 —8 M T4/ N4B( PIC/S Working Group on Harmonisation
of Classification of Deficiencies ) > E.58%$55| ( Guidance ) EfEfit PIC/S
g EETTAEET W » Sl SRR S S A E RS & LIFYs (workshop) HY
R EREETEE]  REREIRI g BRBHRA R — B -

5. PIC/S BRI X545 6 T /E/NH (PIC/S Working Group on
Controlling Cross-Contamination in Shared Facilities ) 2 /2Z T FEE i =gk
(Aide Memoire ) » A EIESL AR LA USSR Jik R »
JEgRHE T 2 FEEERE - TR IR AL PIC/S & B4 -
6. PIC/S 4BEB K554 MR I W TAF/NGE - TARTH H RofEs]" PIC/S 3%
Ry £ 5+EZE (Revision of PIC/S Recommendations on Validation Master

Plan; Installation and Operational Qualification; Non-Sterile Process

Validation; and Cleaning Validation) | s BI/EFRIEE API 2 Q&A -

7. BU £258f% " Procedure for handling falsification in the context of
GMP/GDP compliance | > BN E A 1H1{% » PIC/S JRg#1T5(H s EU
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B 2016 4= 3 H &) " Guidelines on the formalised risk assessment for v
ascertaining the appropriate Good Manufacturing Practice for excipients of
medicinal products for human use ;» PIC/S GMDP *;%Z@fﬁ%ﬂiki Bk
non-EEA & B 5] 7 F5% -

= GBI 2017 4 PICS B E BEIUERT S

RIFEFR B F3EH (2017) £EFE PIC/S X EHZEGHERE g -
AERRMESHENE FREAZEERHEERAEZ g T8 (5E
EEREEZ) - K (106 ££9 A 13 H~15 H) %8 (&db) & W
SEAFREES 5 MERFREETES  NMESREE - o
HEE AEPERSEANRE BB BER B SEEE A

(2017) FEEBEZRESIAZ T PIC/S LB g » BEGIEE -

=~ 2016 &£ PIC/S Hisye - FEELHEE KK (Inspectorates of the Future )
2

#T 10 £ PIC/S Hfad & 2 EIHER/ By Babffast EREUN TR - 5 (2016 )
FEHEYRE AL RIEE] MHRA » EREAISFEE4HM 2 R (Inspectorates of the
Future ) » W&t HFE Inspection Trends & GMP Deficiencies ( FEZ B EAEA
44534 ) ~ GMP Evolution: Data Integrity inspections in the modern supply chain

(ERIEE AR ) - Whistle-blowers ( AJEFEEH ) ~ Working Together ~ Risk
Based Inspections * Compliance Management ( 2%z 2 ) -+ Shortages and
complex supply chain (ZEF4THR) - AEFRFE BRI SI4R ~ BRI SE B A% ~ Eo
i R G B SE R L #E{T Workshop 774HET5R - FZRRIIAIT -



Year |Seminar Topic Country / Authority
2016 |Inspectorates of the Future UK/ MHRA

2015 |Biopharmaceuticals (Biotechnology and Biologicals): |Indonesia / NADFC
how to inspect

2014 |Dedicated Facilities: Yes or No? France / ANSM

2013 |Global Supply Chains and GMP Canada / HPFBI
Compliance

2012 |Qualification and Validation Ukraine / SAUMP

2011 Good Pharmaceutical Inspection Practices South Africa / MCC

2010 |GMP Inspection of Manufacturers of Traditional / [Malaysia / NPCB
Herbal Medicinal Products

2009 lInspection of aseptic & sterile manufacturing Sweden / MPA

2008 |Good Distribution Practice - |Poland / MPI

2007  |Inspection of Manufac‘turérs of Solid Dosage Forms Singapofe /HSA
2006 [Quality risk management and related ICH topics Germany / ZLG

I

BRI A& JE -https:/mhrainspectorate.blog.gov.uk/2016/06/28/pics-2016-manchester/
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BEH  THEE 5 RERMRF BB R4 ~ 205 - 70 M ahiEa
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J#% " Guidance on Classification of Deficiencies | 512 » &K EE/N\TAEEitE 5
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(Z) BEflwit %
H 2013 4548 - FEMBAERTEEM GMP fEEIFE IR BRI e B MR 5E
B (BIA AN 11 3 9B MHRA ~ S5 FDA~ fill£ X Health Canada
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Bkl SR  ISRERAPIRE I GMP AHBEZ St ~ F A A
HETERE -
(=) &[] GMP EE IR B Py S R

i PIC/S R4S - S EIRIEE GMP T & ST E Kk
WA LB EHE S - TSR - A A e - SRR
GMP i - HENBUESF T RETRS - AUEE A= ABERA R
TR SR > &R (R BB -

“HR#R PIC/S RIGIHAEEER 47 40%E B5]A P E 225 ( whistleblowers )
&It > SR ANSM R35E FDA (R0 H & T 2p15 2 ; 748 ANSM 5]
%E 3 { criteria DUSTAEBBSRNAIVEL BB TN » AN EACR ISR - 1
SRR (N RS R BRI R B e SRR 2
FE 52 e-mail BUEME > [ 2015 48 1 F 1 HIE4H0 10 4 > WEKE) 7 X
G LEEEEA S (QP) ITEIANE 2 X 2B FDA fEBHEHEIS »
RSB E TS - N e e B R S B O SR e T T 0 T
3% 0 WML S GRS SETEE  Ba% 0 B
BRSBTS - SR I RE DS R R (B > | e
XSRS R ZENS AT “E B (facts) TIE T S EAE
B 2 A T DS PR AR RS ) RN B RS R AN
BRI A A -

(PO) BESEE:

I — (R  E RS S A S 3R - T8
SYESBUERR AR SRS B TE > TR TR 5 TR
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(1) B REETHRIRYE » BRSO E SRR R RS
B R -

(2) ST - (M WO A B A B R — B
2 (b)) BUENGR KA AR T BT 4 BT - B ATAS S ATEaE
£ BIIERIR R « RIS SRS AT ~ FRIRZE 008 /T3
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MERYRTRE - BIANERI e R BEIE - BT AR &8 on 2 20 = Bl
BE  MEREIEESREASSEET A -
BE o SEIREEEE TA C B RS S (R TN TR B
TREE B - 140 EMA 7% 2015 48 12 H 21 2477 2015 5 10 A 9 HEARR{A
AL s #4E " Developing a proactive approach to the prevention of
medicines shortages due to manufacturing and quality problems ; ( Report from a

stakeholder meeting at the European Medicines Agency - 9 October 2015 ) » Ej#
RERLEEE  ERETRS - REAZBIRETER - EACTERZHE L
« A B R R O R A B RS -

O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

21 December 2015
EMA/679967/2015
Stakeholders and Communication Division

Developing a proactive approach to the prevention of

medicines shortages due to manufacturing and quality
problems

Report from a stakeholder meeting at the European Medicines Agency -

9 October 2015

BERIAIE ¢ http://www.ema.europa.eu/docs/en_GB/document_library/Report/2016/
01/WC500200281.pdf

ifi ISPE #2 PDA JRA7afHRE T2 “ISPE Drug Shortage Assessment and
Prevention Tool ( October 2014 ) 7 EAF fif# &5 “Technical Report on
"Risk-Based Approach for Prevention and Management of Drug Shortages ( Q4
2014 ) " HEUEERSE KBTS =(EE] - oAREEkYE: - BKHE
W BB — B R AR EEE B » MR IATHD R RV INER » B 1. 2%
AUERE ~ 2. BUBERg BB A4 TR T o F » M S EF B - TH#
E T2 S O BT T AR R B P Aot 4 SR Bk ) LB A2 S B i S S AR
[P~ 3. 4 B R MBS Y B A & TR 0 AR, P EE S B g
77 {VE R — L e e B B 25 B (s A\ B 2
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i F A i EH B PR RS (International Coalition of Medicines Regulatory
Authorities, ICMRA) 2—{E 8 HSNIAVRIKIEAES - BT AR T g
PREE L E TR < PR B EEBIE S TF - BIIRECREE mEY 22 2 EaRUR -
TEPG RS ~ RIFEEY ) B B TR SR E  REERERMN TGA -
B ANVISA ~ i CFDA ~ H4A PMDA EBi MHLW - #E[E MHRA -~ EH|
US FDA ~ EMA Jx DG-SANCO 5 23 {4 LB (2RI T B 2 Hrdl
MPA) K#iZZE WHO » TEALFE D REREHZEE G KA -

ICMRA: A new Regulatory Coalition

Member States on Interim Management Committee are in Red

1. Australia (TGA) 13. New Zealand (Medsafe)
2. Brazil (ANVISA) 14. Nigeria (NAFDAC)

3. Canada (HPFB-HC) 15. Singapore (HSA)

4. China (CFDA) 16. South Africa (MCC)

5. Europe (EMA and DG-SANCO) 17. Switzerland (Swissmedic)
6. France (ANSM) 18. United Kingdom (MHRA)
7. Germany (PEI) 19. United States (FDA)

8.

Ireland (IMB) 20. World Health Organization (WHQ)
9. Italy (AIFA) TR

10. Japan (PMDA and MHLW)
11. Korea (MFDS)

12. Mexico (COFEPRIS)

13. Netherlands (MEB)

&l

BERIFE ¢ http://www.pics2016.co.uk/assets/sites/pics2016.co.uk/downloads/

working-together-pics-icmra.pdf
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B BRI ITRESE - 55 > /R R R o o S0 ]
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BUSRY | s ElRE - ERE R PR R ZEEN RS GMP - HERRIE
TEH HEEE 10548 5 1 HERA PIC/S £ 49 Mg & HAGHECRE
PoERHH BEROE A -

A AL & AT ¢
— - 2J7BH 2017 PICS B HERGEEETNG - BRI R

B E3k 2017 4 PIC/S ELZ R EFEEVEE - & PIC/S 4BFE
BRORRSE » AAURIBTTHE PIC/S (B RIPH-E AR » EIZFAREH
JVERS PIC/S 4Bs [ H € » EIFIFA K E IR E B AR AT 150
iz GMP BRHEFERE BERGE  NERMEFTARREERN DL
R IR B AAE R -

= RYIEEREIRE2M TPIC/S EAZRGBEEENE G

LET7ZEEH | 2B FDA HEERTEMHEBE B2 MR R EE -
RREEELEA  JREIR 2~3 A g - 5 RESEHETZEAFIGRIE
REME#R - NIEEABEEEETICE - HEE RS R B Haus
BZWA > FENFEEHE - DIBFAC G S BRGERF R A ST
REREITRR - DAERFAZAE PIC/S ThEAREETT 2% -

2 5F AT | 2B FDA RN %2 6 BIEE B2 IIA BT & - MABITER
- BEEOA » JRK 3~4 NEE > NIEEAZNEEEEEE
Ik & 271 PIC/S MHRHEIGR » DAETHS BFE B (S Sk 5 oL 2 itie - B
ﬂtl%%ﬁﬁﬂﬂﬁiﬁﬁﬂﬁ BiE T > JRARTEE IR E A Z BT SR EAAH RS

» MESGEFZERR, - AEATEFTURT » ERENEBEEERE
ZETT ;s MTEE BT EsRT GMP AIRERNER - EHEEE T HiBE
§1 > JREEHRFEIRE GMP Sl BLE TR IR IS 2 4EfRg > BB eI
SE/KEERRTT » DIEBUN SR AR B e SR DU ORI A B B Y H AR

= GIEEREIREEES B PIC/S G hE)
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