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=~ HE

KEg i e 44H4% (The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme, &% PIC/S ) JH1 " Pharmaceutical
Inspection Convention, PIC EA" Pharmaceutical Inspection Co-operation Scheme, PICS |
DHTHEE - & T E B REUEHHET (Good Manufacturing Practice, GMP )
FEEMETRRAPTAR  B T EIPRAAS - BT RESELL GMP JEREEAE BRI 177
M~ FEEE —EUE R38R GMP Bl &1F - PIC/S & ERWEROI 8 (H& 8 -
% 2018 FIGHOE] 52 & & - G BEKEMERAION » TELEBEIRE - &
i AnSEE] ~ AR~ BN ~ B ~ FRPgeE ~ PLesl ~ 3k ~ EIJE ~ 4fPam -
HA K iR IN & 8 - B 2010 4 6 H AT EE ey E S

(2013 4 7 HeH Bt ARt H B & an S8 E B > ffE Taiwan FDA) IEZ([A]
PIC/S £t AN ETHIEE » &LH8 PIC/S — 2SI BERY A G Rl iiEs - 1R 2013 45 1 A 1
HALIES AR PIC/S 55 43 [HE & -

PIC/S Fo—E G5 ~ ORISR BIE S EAHA B & » HiEEER
PIC/S @ BFERE - T & - H5E & (Expert Circles Meeting ) Bl &
f&&EtE (Joint Visit Program ) Z2&#) » 2L S EIFEE BafimsCm GMP FiksH
ARG - DURSEATEE SallsEE) - DIHE—ZULHY GMP JAFIREAE
FE&E S - Hrp > PIC/S 5718 (Expert Circles) & (4N F RE e H S48,
1L » BEHE PIC/S GMP/GDP Guide ~ FEE Mm% i R HFEHR HE £
o R E RO R ED B JFUREE i E JE e ( Quality Risk Management,
QRM ) ~ ERSHER ~ ABSIIR/AH4% (Human Blood, Tissue and Cells ) ~ 2,5 {E [ 3#
$H#AEE (Good Distribution Practice, GDP) Jz 7= (2017) ¥Rk 17 > F M= 1k
T X754 (Controlling Cross Contamination in Shared Facilities, CCCISF ) 2 ¥ i/
BRI - B E I SR B E ) - DINFE & B I IEET om R 3C i
GMP/GDP HHEEH il =~ & EpBl i . ~ & BB K BPE#EEY - WEiEE3FE PIC/S
FEER RS20 - HEY R L IL[EEAE PIC/S Z AR -

W e BRALEES - S8hniA e 2 38 ~ Jig i K PR TR A (L e o S I -
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B2 B2 GMP/GDP & B il 5 BB P BEEERCER - 2016 R FE T FER IR
PUjeE GDP HRE &k

RIS FLE GDP HFRE @ > 2018 £ 10 H 16-18 HFAPEHE o & fi H 22
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FEEE] ~ il e ER) ) RS BRI R aHE e T A A L
B EEE R EER 2 |~ T IEW B P UL RS S T AR T HE
B FISR | ([ FERN4E T BT PIC/S 4805 Q&A MAFEE H=SkNE
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% B GDP e &R R B3 F— BRI -
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( Madrid, Spain) 20 " 26 HJE PIC/S GDP HZFE & > W 10
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RELEE A 7544045 ( The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme, F5f# PIC/S)
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=~ HhES: PHEE SIS E AEMPS SEEHAE
g~ ek

138 12/ TR %
104 14H (A) B CEBIE R — PR )
10 A 15 H (—) g

55 TLJE PIC/S GDP H 5 &k

10 A 16 - 18 — ~ g
R H ( ) ( 5" PIC/S Expert Circle Meeting on Good




Distribution Practices )

10 H 19-20 H

(71 ~ 7%) | B (WA SEE -5

71~ e PIC/S GDP H5 el & sk i

F—RII0H16H ()

Registration
08:45 - 09:15
HE]
Welcome to the Spanish Agency for Medicines and Medical Devices
09:15 - 09:30 | CAEMPS)
ARIEEEr (AEMPS) BasS#GE
Introduction to the Expert Circle & 1ts Mandate
09:30 - 09:45 o N .
PIC/S $f# . GDP B 5 AR TS
Quality Management Systems in GDP- Introduction
09:45 - 11:00 et
GDP Z BB A4 - Jréd
11:00 - 11:30 | R E
1130 = 13:00 Workshop / break-out sessions for discussion and feedback
' ' GDP 2 BB 247 « s mbisRs
13:00 - 14:00 |8
Quality Risk Management - Introduction
14:00 - 15:00 | . . . N
e JE e A 4E
15:00 - 1530 | FEHKE
Workshop / break-out sessions for discussion
15:30 - 16330 | | . . NN
e JE e AR Em R
Conclusions from the day & group photo
16:30 - 17:00 | __ "
B RébamMERE AR
F-K10H17TH (=)
The threat to the legitimate supply chain/Substandard and falsified
09:00 - 10:30 | medical products
L e S5 SR BB
10:30 - 11:00 | K E
Securing the legitimate supply chain - Customer qualification,
11:00 - 12:00 | transport security and diversion
WECRE AL ERI 22 - FPedn] - iy Zr e BlEs
Break-out sessions and feedback
12:00 - 13:00
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13:00 - 14:00

i

14:00 - 15:00

The 1mpact of track and trace/serialisation systems at wholesalers
level

B ROBHE P B S S S R A 2

15:00 - 15:30

FERE

15:30 - 16:30

Re-visiting the Q&A for PIC/S website and Aide-Mémoire for
mspections

Feedback from delegates - interactive session

BT iR R PIC/S #8UEHY Q&A RAREE T B=EME - 2
A0 AY[E]ER

E=R10 H 18

H ()

09:00 - 11:00

Inspector Training
=Gk

11:00 - 11:30

FEARE

11:30 - 12:45

Conclusions & Next Steps
kR T

12:45 - 13:00

Close of meeting ( & completion of evaluation forms )
LR

13:00 - 14:00

iR,

14:00

Co-ordinating Committee Meeting
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(FhgE) —fd » WHO @ Rsbg T i MERRAE 4 - BRI R A 4 Y 4& 487N A
HONEME » BT T 2 ERETZE KBS Z4% (Global Surveillance and Monitoring
System, GSMS ) » [L R (ARSI 2450 - W H A S HBEAZESE ~ IR Bk
B bR T R ORGE R 88404 sz S SN ] By B B2 MY R SR MBCRF 4 o i
bt AR - BRI 48 AR R EER R o WA AR AR
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A o B AT BN T B AR EE My — B I - RS LI MEAE R
HiltEZe 2 ThRE (Safety features, SF) » (BFFHVER BIFF9E R T EREE 5
FHER S 8 ARG S AR 225 B E R #E IR RR s B s 5 fnoditt
B PHAC BRI RFE RS » 5L 2015 F41E T Commission Delegated
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