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TR - 20078E L GMP AR B AT ~ RS & E — b R s b
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PIC/S F[&'E J7ZZ &% (Committee Meeting ) BAFAFH 2 20 G &1
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HEERIR AR - 2018 FEH—RE HZEGHA 4 A 17-18 it HWE
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(Z) BAZEgH 4 H 17-18 H (REEE(EFE - BULERRD)

- HbEE - I H N EL IATA Centre
~ EfF ¢ Mr. Boon Meow Hoe / Health Sciences Authority (HSA), Singapore
- HEAE

(—) BITEEG © PICIS BE R « BIER - FIEER - 78 PIC/S %
FEEER - PIC/S B RS B R - JEFAE Prof.
Ziegler (EFEEEM) -

() EARZAESE PIC/S & 5% » WHO -~ UNICEF - EDQM K2 EMA
52 PIC/S & IEMAETE » PICIS AfrHishhs > (s -

- ERNTENREE

PIC/S W{TZ &% (PIC/S Executive Bureau Meeting )

(—) 2018-2019 % PIC/S $i{T& B &AL A BLAE -

1. FJFE : Mr. Boon Meow Hoe > #fjl137 Health Sciences Authority (HSA)
2. BIEREHG BERTAMTELRZGER © Ms. Ame Hayes » Z

Health Products Regulatory Authority (HPRA)
BI{EFE © Mr. Paul Hargreaves - 3[sf Medicines & Healthcare Products
Regulatory Agency (MHRA)



4. FlsixZEE T - Mr. Jacques Morgnas » j%[EF French National Agency for
Medicines and Health Products Safety (ANSM)

5. GMP/GDP 1 Z& F 5 © Mr. Paul Gustafson » JjjZ& A Regulatory
Operations and Regions Branch (RORB), Health Canada

6. HFBEXZEE L  Dr. Andreas Krassnigg ° BLHIFI] Austrian Agency for
Health and Food Safety (AGES)

7. B~ FEE NFHEXRZE S FF ¢ Mr. Ger Jan van Ringen » {5 Dutch
Health Care Inspectorate (1GZ)

8. JHBXZEE T Mr. Mark Birse » 31[s% Medicines & Healthcare Products
Regulatory Agency (MHRA)

9. BUREEXRFZFZITFE @ Ms. Susan Laska » ZE[E] Food and Drug
Administration(US FDA)

H/EEh o HERTOE H4m9%:4,8,9,5,1,6,2,7,3 ¢
[E— : 2018-2019 £ PIC/S i fTZ E =K &
BRAE © 2018 4£ 5 H PIC/S Press release

(=) ] CFDA A&k

(AL B0E 2 SR » HHEPICIS (REHE » AAEEENE
HFTES 255

— -~ PICISEAZEEZ (PIC/S Committee Meeting )

(—) fhEHEE PIC/IS AgEIN |
1. A PIC/S f2HHIES » ZITE#ETT PIC/S A g ESFHENER » [

3



1)

()

©)

ooEfegn (Scientific Centre of Drug and Medical Technology
Expertise » SCDMTE ) : 2014 5 TERFEE - 7> 2017 &£ 9 H1F=
R A GRS - AR -

275 (National Health Surveillance Agency » ANVISA ) : 2010 HF-H
SAAE 0 B R 2014 FoEpEE AT A A - 28 0 [N ANVISA 48
FEEE R4HAEZH - PIC/S FE4E T L FHVRHEEF (clock-stop) »
FHET 2019 R AT T E AT -

Fo K| (DGSAF) : EhY) I SEFE & L - 17> 2016 - 8 H4RHI A S
HEE - HaTE(FsE2% 2015 4 10 H EMABiG %A (Joint Audit
Programme audit) 455R > FHETHY 2018 55 3 I TE AV -

2. THEFSE (Pre-Accession) FHEEEIZE -

(1)

(2)

(3)

EEEHTEH (Drug Regulatory Authority of Pakistan - DRAP) i~ 2017
F 9 AR AGTHRIE R

Vb Etfarir{ (Saudi Food and Drug Authority » SFDA ) A 2017 4
7 AR AGTHRE S - HATC e BOHRBIEEAL LIF - 7HET 2018
7 HIERFRE A S HIEE -

R ZEHT (Russian Federation ) /Y Ministry of Industry and Trade of the
Russian Federation ( Minpromtorg Russia ) 5z Federal State Institution

“State Institute of Drug and Good Practice” (FSI"SID&GP") I
17> 2017 4 8 FERH A& FHETHE S

3. HMEZIFREAEBIA PIC/S 404% - f1#E KRk (CFDA) - fZEFE
Z8 (MoH )~ BERR % FL (MMDA ) ~ #:iifiz (DGDA ) ~ frAIIA]5E (BDA) ~
2HmtEEE (INVIMA) ~ ZEkaE (FDA) ~ €9 H (FDA) K (PPB)

Yavir
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() PIC/ISHAw 5 FHalE (Re-assessments) :
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TR E W RS 2 g & L BN TGA (2017 45 9 HE Eith
FEETE Wi HSA (2017 42 9 ez i FaTE ) -

THIE 2018 2 B HEHRATE & ¢ FHRE INAME ~ i+
Swissmedic + B 5EET SMDC - 48 PIC/S #5)k » BB RS HLIE
vl SMDC 7 Ehthaf: T1F -

THET 2019 FHEZHEHEAIE & ¢ lIZ K RORB -~ g3 SAHPPA -
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(P4)  PIC/S GMP FgEAMHBRFEE (2 B2 TN

1. E¥hk PIC/S GMP Guide (PE 009-14) #52 2018 47 H 1 HAER > &
BT EI G = EM e tiae t ~ 58 s AR i R/ \ B T o
[EL

2. Fo& BHik PIC/S GMP Guide 55 LB A Bl (LA SO T AR EIN A Z (B8]
PIC/S 5epkilE " M I (3 SOFAFEE f=8% (PIC/S
Aide-Memoire on Cross-Contamination in Shared Facilities » PI 043-1) | >
BESZPRRRS 2018 42 7 H 1 HAER  AUITEE B¥ITEMET - FLIEHE
R L3 5 > FHREJES - 55 0 PIC/S 4H4%HA 2017 A TFE=skT M3t
F = 1R RS X TF44EE 52 B8 (Expert Circle on Controlling Cross
Contamination in Shared Facilities ) 5% HF B S — X @k H B 82K
W o ETHC 2019 SR B ILARE -

3. PIC/S B2 WHO R 17 & T/E/NGH » B@l " PIC/S GMP Guide Fff Rl —4=
Yyl g gE L ElE | R T AR B R i (Advanced Therapy Medicinal



Products , ATMP ) GMP 22 | $8/EETTAF - &% AR/ NHECEM TGA
REIEEERE - BEHECER 2017 4 11 A 22 H 554847 " Guidelines on
GMP specific to ATMPs | » #3% TAF/NHFF i B & e% GMP for
ATMPs Bi5i 1T PIC/S GMP Guide [ff Il @2 & EEA 5 - ot
MHERAE > - MRS B A SRRV IS B DUBHERIR AT -
AT H A A B L Ry GMP FHd -
PIC/S BiE Y EMA it 5 25T GMP Guide [ffHI] 1 (GMP 5 2 fnfy £
i) R o IR L EETREEZB S AREEIE R (BfE WHO
B2\ > public joint PIC/S — EMA — WHO targeted stakeholder
consultation on revision of Annex 1 of the PIC/S and EU GMP Guides ) &
172 2018 4= 3 H 20 H#& L - PIC/S BilER iR EMA B {ZaT LIE/NH (H
FB] MHRA (RFEIBEETE ) - ZIERi S5 E g 2 BUrE R -
HAh, PIC/S GMP Guide &3
PIC/S Edigh BRHs & E5T PICIS GMP Z[ffHI 17 ( 285A 7 ) » EEi44HHE
FAJE A T parametric release | 4%  real time release testing and
parametric release | > ELSERESMNAFIECKE RV ER » B TRES
EETR AR ENE -
PIC/S 2 ek 4% EU GMP [fH1] 16 > 3%, Authorized person J¢
HERIBAT Z AR AR EE -
B HEEREN EU GMP Guide 55 —& (BEEEH L2400 ~ SHUE (UFHE
B~ AT 2 (PR SR g B ) ~ [ 13 (AT 8y B ) ~
FefFRI 21 (EEGni A GMP ) ZIEMEZT TAE - PICIS $HAMEIK
TN EMA Z5T TR/ -
PIC/S i PRANBILAEATHY 3 (0 FCirfE (- Rt 2018 %27 H 1 H
AR B

Guidelines on the formalized risk assessment for ascertaining the

o
—

appropriate good manufacturing practice for excipients of medicinal
products for human use (P1045-1)

Guideline on setting health based exposure limits for use in risk
identification in the manufacture of different medicinal products in
shared facilities (Pl 046-1)
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(f1)

(73)

Guidelines on the principles of Good Distribution Practice for active
substances for medicinal products for human use (P1047-1)
PIC/S 835224 M: T /E/\¢H (PIC/S Working Group on Data Integrity ) &
it f55 13014 (Draft PIC/S guidance on Good Practices for Data
Management and Integrity in Regulated GMP/GDP Environments ) =44 A
PIC/S & B R RUETHEXERT » (2E x5 E B (focused stakeholder
consultation ) {#Eh & M
PIC/S &5 478 —20 M T /E/N4H( PIC/S Working Group on Harmonisation
of Classification of Deficiencies ) %44 A PIC/S 2 & & 557 fe| € 5 ol a&
BERAIGETEEES] Mt SFERATAHERER -

PIC/S Inspection Reliance 512

FyEe& PICIS & BRVER i A ZEm B S MERE HE - PIC/S il " PIC/S
Guidance on GMP Inspection Reliance | 4 » i AR SBIEE BT
g A\ SELL S NEERE GMP fra MEite &l - nJERF A 720 (desk-top
assessment ) B CE LA N > S HH BT 145 & HAl PIC/S & BHYER »
B0« PICIS & B%4% 2 GMP s8I ~ Bl - MHEAENTE - #
T baad - DAHR A SR S A -

ATHA PIC/S fRE2R 3Ty GMIDP BFRFE & Solll$iE®) (Training of
Inspectors) > FZFENERE HTEER SN > AL

1. 2018 ££ 9 H 11-13 HE&EEZKI | PIC/S [/ i b B B & kL) | 9005

&) (PIC/S Quality Risk Management Training and Expert Circle Meeting ) |
BEEBARNG LS HAZ SRR - RFERESE -

2. 2018 ££ 9 H 26-28 HAZNIEFHSEE] FDA A&¥k T PIC/S T &

( Annual PIC/S Seminar on “Management of Risk through the Product
Life-Cycle”) ;-

3. 2018 4% 10 A 16-18 HAPEIT S/ Bty AEMPS & ¥ I PIC/S (B R i#

SR EI B ¢ B e (PIC/S Expert Circle on GDP meeting) |

4. 2018 £F 10 F 23-25 H R HHE/DH CPIAYE T PIC/S i/ 4H 45/ 4HiHe/



i AR e TSR s (PIC/S Expert Circle on Blood, Tissues, Cells
and ATMPs meeting ) |

5. 2018 4 11 H 26-30 H X HAH PMDA F## (PIC/S 4045 +F ) " Japan /
PMDA - ATC GMP Inspection Seminar | °
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T-TEAHIAES » 1E A5 0 [ S 550k i 2 oK e PR 4 A T — (18 R BB
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fEhsEss o PHIBTREIEZER © F14 > PICIS £g ERFREHR R - TE
BENERZ - MERHE - AENIL > R e EER F EEm A S
PIC/S €15 SLEE) - il FosZ 4HAR AR vl Sk > A > JRIERSE E{ 201 PIC/S
THROUER) > RHEGEE - R LEAR A EL S AR 2 A RER G 0 DU G
BEI7> PICIS 4H4% >~ iy » [iERIAARAR -

—~ 2 PIC/S (HBG EEREE TIF - RIECTEFEEFEER - A&
EETRIFEHENIE PIC/S HBaHE -
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