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9:30~10:05 1. Registration ZE{fff
2. Opening ceremony Ba%==;

10:05~10:15 | Presentation - Purpose of training and Introductory Remarks
IHEEEREAN AL PMDA 4H %%

Compliance, PMDA, Japan

10:15~11:45 | Presentation - Latest information of PIC/S
PIC/S 4H&% &
Mr. Boon Meow Hoe, HSA, Singapore

Mr. Masatoshi Morisue, Director of GMP Inspection, Office of Manufacturing/Quality

13:00~16:00 | Presentation and Workshop - Where and what will be a potential risk for

manufacturing solid dosage form
JiEE PR B Ak 5 =5 T B ] 2 FE A B G
Dr. Kevin O’Donnell, HPRA, Ireland

16:00~17:00 | Presentation - Interpretation of “Data Integrity considerations for

electronic-based systems”
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Mr. David Churchward, MHRA, United Kingdom

H HA/HP BE 12 H 6 H/Astellas Pharma Tech Co., Ltd.-Toyama Technology Center
H&F ] ARIE
9:00~12:00 Presentation - Overview of Manufacturing Site
BRI > 21148 (Astellas Pharma Tech Co.,Ltd)
1. Outline of drug manufacturing site £35E g fH /T
2. Layout of the manufacturing site [
3. QRM mEEfmEH
4. Plan of structures and facilities of the manufacturing site i 5= &%t
5. GMP organization chart and quality assurance system GMP 4H#%Z8f%
HLHE 257
Llst of GMP documents {4
Outline of HVAC, processed water 7% 247t (25 5 248 /K Z.47)
Outline of cleaning validation, preventive maintenance of facilities fiz%=
U PR E TR+ A R
9. Documents concerning the manufacturing process £If2 1144
10. Summary of Process Validation SIFZRER
11. History of deviation and change control {7 B 58 & ]
12. History of recall and claim [=[U{ &z Z25fF
13:00~17:00 | Workshop: Inspection planning
TEETERTE
H HA/3EE 12 H 7 H/Astellas Pharma Tech Co., Ltd.-Toyama Technology Center
5 ] PRI
9:00~9:30 Point to notice for Mock inspection
EEEE AN EESEH
9:30~17:00 | Mock Inspection
R R
H HA/HBE 12 H 8 H/Astellas Pharma Tech Co., Ltd.-Toyama Technology Center
H5 ] ARIE
9:00~12:00 Group work: Summarize concerns during plant tour and select documents to be
confirm o3 4H o s ELIE A MRV S B 2RI - S amiBesRBe S
13:00~17:00 | Group work: Document inspection
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9:00~11:00 Group work: Summarize findings ~ Presentation of findings
oy AT S AR R M 2 ST ST R

11:00~12:00 | Summary: Comment form lecturers ~ Comment form manufacturing site
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12:00~12:30 | Closing ceremony
A=




F==

EZ eSS

— TR

I H

F¥rEA7PMDAZEEPIC/S Deputy Chairman Mr. Boon Meow Hoe (i
ealth Sciences Authority - HAS ) & & ff Ff Health Products Regulatory

Authority (HPRA ) Market Compliance Manager > Dr. Kevin O'Donnell3&{f5%
Efi» Mr. Boon 145PIC/ISAR4RE T K Bi&ET > GMP 435 > Dr. Kevin O'Donnell
LIE BREEEUITHEE TSR IFEERL » FBHIEIHE - HEE EE
WrEE  E A E PR e &SR+ 5 55 0 ZeHFPLEMedicines and Healthcare
Products Regulatory Agency ( MHRA ) Mr. David Churchward DA ZE &5 78 4% 75 =
T ET AR BRI e -

(—) P
1.

5.

IC/SEHARHLL
PIC/S#4 FsPharmaceutical Inspection Cooperation Scheme, 7717521995 £
FEBIR G 4N & Bl AR B 4HAR - H ATSL49ERRE NI A - sZ8HERE R
TEE BFIISREHIETCMPAER]] » JRA] Rl Ry BRI E R P 5 -
#20164F8H - PIC/S&y 5 4t49(E - SSASEMKEFFEF (Applicants) - {1
SEPHANVISA ~ fFERIFDA ~ Zpg&fCofepris ~ +HHETMMDA ~ £ AF
DGSAF (E¥)fi%E) » A 3METHFEE (Pre-Applicants ) - &5 H {HZEHT
(MoH) ~ &A1 (ISP) ~ i5E5T (CCMPA) - HAth M AFFZERE AR
FENOAPIC/S 4H&% » 4lnis=feas (SCDMTE) ~ frijiflsE (BDA) ~ H1[E
(CDFA) ~ R Hlas (NAFDAC) ~ {figgHT (SID&GP) ~ /b S5t el fir i
(SFDA) ~ &1 (NDA) ~ #iFg (DAV) ~ £ (MCAZ) -
HIEH =R %G 8 - REPIC/SAHBEARCE » (8 B HAES Bz -
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Academy( PIA )- PIC/SZy &3l 48 =75 Seminar ~ Expert Circles -~ Joint Visits
Programme ~ Coached Inspections Programme ~ Training Courses for New
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B 2595 -Risk council meeting reports -
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W 5538 -ZEEH A4 0 R AT — K pressure rebalancing

Yo BEEL ¢ TR R {r g Tpressure rebalancing R - HERLE G A . 2

4. GRE4A - W ER TR AR
(1) HERERIRFE AL HAVEIREE - 0] 1 ARWR L1 g S PR B BT IR
fER% 2 &3, -
(2) HWERAIAE RS 2 HC MRS - B A AT HEENE D -

DASRBIEER: ~ 635

® FiIFEMRLIREK ¢
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S RAE
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W 57 B 5SEH A H WL E - SR 2 FEEAEAE (PIC/S GMP Guide & related
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Jee\ e 2 e S A AR
B EREHEAIIERELZS) .

¢ EAHIOER ~ REFEMFECES © alot of recurring tablet dust issue) ~ e

B HETHIOER ~ BEHLIOER

- BEERHE -

OOS/OOT/EH... »

Dayl N4 2fifé®& 24764

Inspector 1
® T EH|
® EMETE

Inspector 2

® PORs

® HUfE K HA RA=EH
® I S OOSHt R~ & HE
® HEEUTHIZX

® R[] ~ ZET R EIESE

Day 2 &3 HRIBEX

2{IfEE BRI Z IR U545 TE

® L EHIEH I

® HESTANM IEAPISFEEEZE 2 IFHUBTY

® SR A LA ZERRIE -

Inspector 1
® HULIH
® SRR ¢ ZEEH KRS

® QCHERE (H{LERE)

Inspector 2
® TUSIHY;
® S

® QCHRE (MAEMER=

Day 4

iR R

Inspector 1
® ST EH|
® iEifjtDay 1-35830 Z ke

Inspector 2
® 7= FIH
® iEjfjiDay 1-35830 Z ke
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Quialification & Validation :
fIFEHE B — A RN Z MERBUR I F &S
® R e S PR E R AL

Inspector 1 Inspector 2
® HURZHERY o R‘z}%& TR
® EERERL BRI 24T
FLA
Inspector 1 Inspector 2
st Kot ® (LTl

Day 5
Inspector 1 Inspector 2
® BST SR AEMFRR(AN LR | @ FEEHERE - (EFER e RMET =%

I > 4920775 ) ZFH— s
o N\ FELZE/4HK ® HhEMKETE
® iEifjtDay 1-45830 7 BE ® {EH

® iEifjtDay 1-45830 7 BEse

ERER  fIfEEE—#E

® ERERRAl o THa E M E I E LIS RIS EIEE) (&Y T3RE4ER)
mngn nFFH ;

® iRt o SRUIEMPT RGRR SO (XY N PAREEELG ) -

R | ARARER &S
® SR N RENAE R R
® S [igs e E ]

® KEM-4ib A -

=

1.
2.

)BTRS ER TN
Ea?f CERSEER T2 R R L e ARG R B Y -
BRI MW EEER 2N E T RS E (A T ET RS
ﬁT’E)
E&EBRNAEERH Eé?%*z)‘ﬁ By o HFEU—MREEFEAFEE - WAEFIT
%ﬁﬂiﬁ%ﬂﬁ B ER e
BRSERMN IR EZRE - ERPARRERIDLU N EK
& Attributable ( T[EEEAY )
& Legible (JERESHEN)
€ Contemporaneous ( [E2F#54:1Y)
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& Accurate CRSFED)
P PSR AR 2 B e R M b ¢ Y - A By - EEIY - ATHY
F R bwEE 0 K2 B -
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10.

11.

12.
13.

Bl AR - EAHAR A4 E R W14 2 BOM ~ batch record ~ PLC -
SCADA - MES% » #[15i/E & 2 Lab books ~ analytical systems ~ CDS -
LIMSZ: » 4[EFEH 7 Enterprise management system » 41&ERMEF 2 Fg
13 STt - 55 0 TEAHARR 2 &R - WFTEEE KZatE ~ Bl ERHEFE
i (XaaS) % -

WERET RGP HRE R TR 5RE AIFER=EER - H8berE
W2 24 (R R E ) ~ #RrirfiERi s b 2 &R (IIE Y B 24
BRI R R R N EE AL ) ~ BhRE SGFHEE R -

BT R B e B A

(1) ETRFEAREIUNER ERIARE - SR B E AL E

24 BREHRABTRZHEF L - BT RGHKRIRER TR
Mo B0 - BT ASMRAEEER > R AANITE - EEAR
DUEHERREFIEMERS © EE TR AREWERE > ARl R
RFFERIIRS > HEAGA TS -

(2 BIEE# LAt AEEEEE) A ERBHEASTHEEEIESR

A ECEARY A S HS O LREE ~ @20V R s & BB b R ERE A
& kR A I LE -
FIENHAVERIPEFIRE R - s2 ERHER IEER - A& A DU E EEIHL L
BRGIEE R - HIZELDEREE MR - £ EERERE -
BT %% Hdata Bl meta data (FrA S EIBIEHRHRE 2 &KL - E&FT
HERI SIS R Agti - B8 7A EF Zmetadata, orphan data - 2 EHE
KHEBEER Z R E R - B R BR 2 B SR ST R,
*meta data EIREIE C AEEESE - AN6 : 3.5 EEUE > REGFEA
meta data - sodium chloride batch 1234, 3.5mg. J Smith 01/07/14
Z 4 AR B R L /) -
HHDIEESTE -

(1)  1frBags - o T RPN FE (business process ) ~ B} EEEM:

Bk Ay EIA SRR - HEBNERGETENEHEES > 2
MBI A SIS K SOP - HNERHeEGHEREHEE -

(2) =MEEFERY business process/lifecycle mapping:

® =

i. EEH 2, ((MES -~ DCS - SCADA - e-BMR)

ii. FEi= 245 (verifying critical quality attributes ~ LIMS )

iii. Inventory management systems ( status control ~ stock control )
® LS b

i AENHRERS

il SEE A

i, [ERRBASRIE I TR A%
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(1) PlEmEESMeEBdTE D A - Bl BT R i BEEER
FCB> M %48 (BT ) D8I local B EL > FHin 2EkEs>
FRE > $HE 5 BUEE local BERSEIHITR (40A) @A LIMSDEH
COA-> TR TE AT tn—> > i fn 2 Ak s > B e > $H B (AR & E i
BR] -

(2) T IT (information technology ) mapping : & A (F{e EHS 248K
TR T CRIRNER T &%) » B reiasE Tt - A
st RD fEH < JEE LA &% orphan data

(3) IS AAEIFER ERVHKER:

I EAEFORE T A T #ERYEE - BlE6hK -
il REEA  FEEENERT Touest ) AR - HPIAHEHES
SHE AN 248 0 JEFTA audit trails PHFE(E Audit trail -
i, TR B 2SR B R N A L R -
iv. DL GMP JFAIER
v. REERHIA A data pattern analysis, fit excel FRHUE (2 H
1= EGAREEDAE ) ~ orphan data ( He A AVRE M ECE R A4 TE ) -

14. F¢Aaudit trail #Y3 S ATERAIhybrid systemZEF(FEH| 240 HAY » 52 %
MEE O ARG BCE B ARG TR &SR » a0 MRS m] DUZ
FIGMP annex 11 FrERAVIAE - sBIHEBISEEVaudit trail H5E > 54K
HENAEEGHA BT Annex 11 Frilt 7 5 audit trail A% > AJUKZ 20174 &Y
JAFF4 2 audit trail system]

15. EBFHE 4R R AR AR E > - IR E A (8 A A
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