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HER A3 EEE - & (2017) £ PIC/S 5—XEHZEEFZE 2 H 9-10 Bt
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B REENH (Good Manufacturing Practice, GMP ) FE&E Z MEE MBI E
JTEIPEARS: - BN EEm GMP ARERERIEGA - FEAE S E — B RIS EE
EF » WERERIEEEA® - PIC/S & SRS 8 HE 8 » 72 2017 &
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Mr. Paul Hargreaves/ Medicines & Healthcare products Regulatory Agency
(MHRA) ,UK

- HEAR:

PIC/S & &7 » WHO - UNICEF * EDQM J: EMA % PIC/S &{ERLEAY:
%% PIC/S AGHFETHRZARSE -

RN B ERAE

PIC/S EAFZEE®H (PIC/S Committee Meeting )
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TLIA PIC/S $RH FREE » ZIIEAEELT PIC/S AEER=HENER - BiE
(1) E7H (ANVISA): 2010 SEHIEAG 25 » 2014 EHFEEEE
(clock-stop ) » MEER H RTIEEITE RGHBEL - ZREGRFERL

1A 2020 FEEE FREDRTHE » ZRLTER - B HREN FR
A -

(2) fFBE (TFDA) : 348 2015 £ 3 AEHEIE » FHsTH 2017 455 2
B 3 YT EM R » RS IETRY IR 2 ST R LA
% > R EIGEALE (herbal medicine) WA GMP il -
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(3) #£75&f (COFEPRIS) : Bt 2016 £ 1 A#THEMENE » FETH
2017 555 2 20 3 EETEHFERGE - HERRAHRING IETRPG IS I 2 34
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(4) THE (TMMDA): fi&& (2017 42 F 13-21 0) #ETEH
AN

(5) FARA (DGSAF) : Bh¥HEERE A EL(r - 7 2016 4F 8 H 26 HigH

NG HE » ST A BERSY 2015 4£ 10 B EMA Z #5532 (Joint
Audit Programme (JAP) audit ) 455 -

TEFFE (Pre-Accession ) HHEEEZE © B5iETE (CCMPA) -
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(1) E2KPERE/NPCB : JA 2015 4 10 H 2 E i ST
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2015 4.9 FIHEBEEAVIEC IR PIC/S IRP B EMA TAP IR
aFf A e 1Y 2016 42X B ZE B ETHEZ S AR PIC/S Bz
7o EAEHER O BIEEARN (observed inspection ) » &% A&k
o5 DR 2016 4 11 H 29 HE 12 H 2 H¥f US FDA T S HiE
R B EEEE -

(3) THET 2017 ESE=FHITHEM/TCGA Ffringz/HSA =~ BEitiEsE -
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(1) FBE (CFDA) : 2015 4EJ 2016 4EH%E PIC/S 4A%HS S5 S PIC/S
EEPETE o AFE PIC/S $117R B2 (PIC/S Executive Bureau ) %
EIETEIME (Side meeting) - ARG/ PIC/S 4HEEGS - 4t
RIS RA S @Eﬁ‘zﬂé‘%ﬂﬁ% ZRFUAE SR » PIC/S S INEGFE
EBIEHREA

(2) HIE (MOHFW) PIC/S &R&RATF KRBT BN J7 2 Bfif%: » 2015
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Overview of PIC/S current 49 Members (blue); 5 Applicants (yellow);
and 1 (Pre-) Applicants (red)

71T PIC/S 2017-2019 F3¢EEEE (Road Map )
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& (PIC/S Sub-Committee ) FEEEE[E (PIC/S Inspectorates’ Academy,
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EHARRIEN 3 BRI ERIE (2017-2019 Road Map ) » #4{T HAZE
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BRG] EE TIEsTER 2IH PIC/S 4HAGAAH B HE B kgt © Hg ke
ICMRA (International Coalition of Medicines Regulatory Authorities ) 27
&fE > G258 ICMRA 7 GMP 515 - BERHEBEIERHER (Unique
Facility Identifier, UFL) RIS HFSEEEZER 2 HES

3. EEEEIE | RGBT S ESEE (Joint Reassessment
Programme, JRP ) BIBIEHEL - HI|IME L TFE A BNMATEEE
Bx -

4. ERRRE—EE SRRSO EAERE D (Advanced
Therapy Medicinal Products , ATMPs ) ~ B FH & 7 & PR s B F 2

(Investigational Medicinal Products , IMPs) 25 ; 5| A#E35E {4 H

FERSN L TH » K58 PIC/S & Bift ~ GMP f5E X EIEHEER
gl e

5. EZE: HA PIC/S BREQREFEIZE (AP EEBRERE (QRM) -
B RAEHAE (GDP) RIMK - 404 - oA BE L - TR
N bz B R E TR B G UMEREE iR = (F -

6. WHEH @ FIRETR » WD ASITE LR ESRE=ARE I
BEERETE -
PIC/S & 5 2006 £-2016 £ 7 iR E » TRFE © 2017 4£ 3 H PIC/S
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PIC/S 29 Members in 2006 PIC/S 49 Members in 2016

(=) #rHEi4%5 " (Advanced Therapy Medicinal Products , ATMP ) GMP &
B AR

H 2015 FE#EEREE#ZE e (European Commission ) EHESEFREERT » B4R
S35 A= B L a5 T Advanced Therapy Medicinal Products (ATMP)
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GMP Guidelines” » 5%+55 |fHig"EU & PIC/S GMP Annex 2- Biological
Products"fEAEHHI » 3E5EE EU & PIC/S GMP FEEA—BZIFH - 5L
1989 F{E EU& PIC/S BEJ77ERRAE BIEH 24 & 1F M RHEER AN
—Bis - PIC/S BE5% B & FHEHEER I EIEAZE ] {F 13 ATMP GMP
Guideline 7 ETAZ)T » DARE(REREEREEE — B0k SRR A Z 2
PRI H B R (- AE R 23 D e R s i & TR /NAR 55 B 4 » PIC/S 4
BIEE 1% TG E B GMP SRR R — B - R FoRE B
Y115 2 RERmeE S iR i B - PIC/S B SR B g —HARE PIC/S 4k
RrHESIRE - WRRFEHESREREELLEEE  FE R
B R AT B R TR -

PIC/S GMP &5 H L BRARAR S

BoRThi PIC/S GMP JEMBLETIR 2017 £ 1 HIEAAERC BT 2 EE
Chapters 1,2, 6 & 7 ; HFi Chapters3, 5 & 8§ IEFE{ESTPEER » NA TR
WEIER &1 REIERFE L BlEsT (S - [FREEERS GDP AR ML
W ELEAREL FBRE AR -

FRILTAR/NRIESET T PIC/S g MR ESTET  LEE IR © Ik
SHE ) U HESYL  JEERES (Revision of PIC/S Recommendations on
Validation Master Plan; Installation and Operational Qualification;
Non-Sterile Process Validation; and Cleaning Validation ) | -

PIC/S BAER S EMA 4Hj 2 Annex | (GMP MG & miyEE ) BT LI
/NGE ( the EMA - PIC/S Joint Drafting Group on the revision of Annex 1 of
the PIC/S-EU GMP Guide ) » #4581 EMA Fi& A\ FrEEH{Z5] Annex 1 &
% ZEGI[EE WHO 28 B -

EXEEIERY®) EU GMP Annex 13 (22 FHEELAYVELE ) ~ Annex 17 (28
JBAT) J Annex 21 (ZEmfiii A\5£E& GMP) ZIAEETTAF » PIC/S dH&R
TRETRMARFEIA EMA &5] T/E/NH -

RS E M T/ Nl (PIC/S Working Group on Data Integrity ) it
Z 45534 (Draft PIC/S guidance on Good Practices for Data
Management and Integrity in Regulated GMP/GDP Environments ) E.58%
1T 6 (H A FERHEZERBRHNEREBSTIEE -

PIC/S R B X558 T/E/ME (PIC/S Working Group on
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(£

Controlling Cross-Contamination in Shared Facilities ) BT fEEH =5%
EZE (Draft PIC/S Aide-Memoire on Cross-Contamination in Shared
Facilities, ) » JRIEMET TN ERGEET « Soohai il I B R Bl IR ILTE 2 Bz 3
Zalll R -

PIC/S fhdc o3 BH—2 14 T /E/)N8H( PIC/S Working Group on Harmonisation
of Classification of Deficiencies ) F¥55 | {2 EEHERE » 49A 2016
F PICS it & B R e EH R R E R o AREA -

GDP SR 5e R E RS KA PG 2 GDP fE&# =8k (Draft
Aide-Memoire on Inspection of Manufacturers and Wholesale Distributors

for Compliance with GDP) 1 GDP jA#H Q&A ( Draft Q&A for the PIC/S
GDP Guide) » TEXHHAHEHAEFT PO -

PIC/S FEE BRI L i a2

PIA ( PIC/S Inspectorates’ Academy ) 4EESEIZ L 2016 &£ 7 FIEEL
A Fpir H AR RS BRI AR B — R - TETHROGH 1800
{ir PIC/S FE& Bl 4kET - ZE G LB HE4F LEE webinar -

HE PIC/S FISUETIZ 2 R » LKA PIC/S & 8 - EESEFS HAth 7
& (PDA - ISPE) #:[F& R -

PIC/S 4B 1F= 22 ICH (International Council for Harmonisation of

Technical Requirements for Pharmaceuticals for Human Use ) #2225 H5E

PIC/S 4REXELR 2016 £ 12 H IEA$EAC ICH B2 B Hi5% - PIC/S ${TE
BEiE ICH BB R AR 2017 2 B 9 HAMEE Mg iLE
GESEIS - AfE PIC/S-PDA JL[F#RH 2 ICH Q7 FII4EHSI% ; ICH %7
BIEEAREGHELEE -

PIC/S EAZE % (PIC/S Committee of Official Meeting ) E AR
Far T EER RS HERFEIE T {E/NE ( Working Group on Unique Facility
Identifiers, UF1) | ~ T J@4MERIRITZE S T/E/NH ( Working Group on
Inspector Travel Safety ) | & " BRI EZEE R TIE/N4E ( Working
Group on Voluntary Acceptance of Same Scope Inspection Results ) | °

{&37 PIC/S 22 R B2 Re (PIC/S Rapid Alert Procedure ) »
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(/% PIC/S #e » 281 PIC/S @5 A ErE/HE ZIREays
(DECLARATION OF CONFIDENTIALITY & ABSENCE OF CONFLICT
OF INTERESTS) » BAEEEALAFTEIM N

HTEA PIC/S & 83y GMDP HFEFER 53|48 E8 ( Training of
Inspectors ) » FIHE °

. 2017 4 H 5-7 HFY NS A TGA A&¥ | PIC/S RSB R EE

77 (PIC/S Expert Circle on APIs meeting and Advanced Training ) | » 45
ENERE HEEES -

. 2017 5 6 H 26-28 HRHRE(E R MFDS 7&¥H " PIC/S s/ 4R 454

A B S e i (PIC/S Expert Circle on Blood, Tissues, Cells
and ATMPs meeting ) > AEENERE HTEEES -

. 2017427 H 31 @-8 H 4 Bt HALWCH PMDA 3 PIC/S H&SHY )

I Japan / PMDA - ATC GMP Inspection Seminar | » AJEENEIRE HEER
220 -

L2017 429 B 13-15 =&y T PIC/S FEHIET€r ( Annual PIC/S

Seminar on “Quality Control Laboratories: How to Inspect”) | » AJEEN{E
[RETGTEERS -

. 2017 £ 9 HIRE H BEE AR HRPA &I T e S5 a5 9R1E

( PIC/S New Inspector Training Course ) | » AJEENEIRE FEEE S
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Bf > RERLHRA PIC/S (HEEIRRLL - SR PIC/S SHBIR 2 B A
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2. WEHZBGZSBENEREREITERDMNER - RHFFEEREEEA
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GRIUSESN - W S E R B AETE ~ 3 AFREHEEr
A SRR B RN 2 AL RACRIEC S 2 A R R R » DR
FREITE PIC/S {Ha P S B E T AR Z IR R E LR A -

10



