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2. APEC CoE Workshop: PMDA-ATC Medical Devices Workshop 2024 ZEH{gELZEUR

10 B 29~30 B. 727XEFRBEH N RHAFNEEZES (Asia-Pacific Economic Cooperation, Regulatory
Harmonization Steering Committee, APEC-RHSC) ODEZEHLEIMEIEDERIMET> 45— (CoE) NEHETZT—-I2avTELT. TAPEC
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APEC CoE Workshop: PMDA-ATC Medical Devices Workshop 2024 Os%#l(3 ¢ URL #ZS B E& 0,
https://www.pmda.go.jp/english/symposia/0303.html

3. PMDA-ATC Medical Devices Webinar 2024 ZR#ELFUI:
10 B 31 H~11 A 1 H. PMDA (Z[PMDA-ATC Medical Devices Seminar 2024 1&A>54 > TRMELELUR. AEZF—(3, EREL
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PMDA-ATC Medical Devices Webinar 2024 Os£#lll3 52 URL #ZSBRE2L,
https://www.pmda.go.jp/english/symposia/0303.html
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11 B 2~6 H. EERMRHAMEERESZHE (International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use, ICH) W E>RNA—IL (hH4) ([CBVWTREESNELRZ. PMDA h'5(E, ZHEZHIITRE (EEE6FT
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Medicines, Supplies and Drugs. R)L—) RU9M EERBABRERERT [Food and Drug Administration (Thai FDA) Q%R
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5. ICMRA Summit I'5JU7R&ICEMUFLE

11 A 12~13 BH. EERFZBEREEHBRH (International This year, Anvisq i .
Coalition of Medicines Regulatory Authorities, ICMRA) HIvh& annivers;ryn::: il::::‘it:_:t'tr:
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6. PMDA-ATC Herbal Medicine Review Seminar 2024 ZBELFLE

11 A 12~15 H. [PMDA-ATC Herbal Medicine Review Seminar 2024 12 E 1 LB(CTRELEUz. A —(F BEER (-
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PMDA-ATC Herbal Medicine Review Seminar 2024
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mEERLRSEER(OVTOERDE., EHRFOREMEZRFZLELUL. 4 HEREILIRFEAEMIEEL -0z RFEVFLU, 3
B3 PMDA —i¥EEEBRIOME 1 2ofh. BILBRTHE 3 2. EVEERREREEMTALD 1 & BEILKFELD 2 &, PITIER
TERKRLD 1 & I THRRSHELD 1 & ROBAREFRESR LD 1 BHFHELR.
PMDA-ATC Herbal Medicine Review Seminar 2024 OFEll(E T 58 URL ZZS8BEE L,
https://www.pmda.go.jp/english/symposia/0300.html

7. PMDA-ATC Radiopharmaceuticals Webinar 2024 for FDA Philippines, Philippines Z#UZUI
118198, PMDARI/UESBRBEZESRF (FDA Philippines) ORE%RIC, METHERRBOEECRITZIIE T —2BELELE,
ZOUIESF —T(E 1920SMECHL. PMDAMTEEESE S OMEN SIS ERROBEEPLEERFNCEHIBEZITVELR. Ft.
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English Translations of Review Reports
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https://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html
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Safety Information

PMDA E&RLZ2I15%k No. 69 (516 £ 11 A)

LIS LZERIEDIEZ(COVT (B0 2) —R&&ET 5 REFELL T3> R&5EM
No.51, No.69 ZEZER BIMEMNCLDFERIEEZ(COVT (EEmIUAN)

PMDA EEZ2IEHR No.51 tETIREHHE TTELZEW,

TGEERAE (mF6& 11 A)
https://www.pmda.go.jp/safety/info-services/medical-safety-info/0001.html

EER EREEST2TRHR No.415 (Ffl64£ 12 A 11 H)
1. EXRREWERHEEIETIEOMZELHIEADHDOSFERNIONT
2. EEREWFRAFICEIDIER
(11N7LS/O>7ERZR (BRBIFESE)
3. (ERLOEROMETCOVT (20 355)
(1) RREBUFIL AR 814
4., MHRERFEOMRBE—E
REERAH (Bl 6e#F 12811 H)
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0164.html

Events
PMDA WE#ZF(ESNEFELTVIERERREHR
=153 =EB BEMEISFT
APEC Center of Excellence Workshop: PMDA-ATC MRCT/GCP Inspection
18 21-24H - ER (PMDA)
Seminar 2025 %
2 B 26-28H PMDA-ATC Pharmacovigilance Seminar 2025 R (PMDA)

GEFR) APEC RHSC CoE Workshop &UTEIE

Reports from Overseas

BIMCETEL TV RIENS, IR TOEE ZHILALET

2028 Al THb#EBTE

FUNERERT (EMA) (& BONEFER (EEA) ZEIOFESMHIZFTHS National Competent authority (NCA) &—4K&ioT
EBRITOCVET, fIXIE. EEROFRER%EITO EMA ® Committee for Medicinal Products for Human Use (CHMP) (& NCA
DHPIRNSHERREN. CHMP TORGEORIE(ARDALZ AT EMA ZHRERUTHENE T, £z EMA ORIZRUMRETRERCEDE, BRM(C
BIIBPERDOHZREZITOIOIRMMEERTHD. NS 3 FEEESNHET European medicines regulatory network Z#akU. BXIMNDE

EEOMFIEIE>TOET Y,

3T, EMA &, & NCA DEOEEDTHS Head of Medicines Agency (HMA) (&I The European medicines agencies network
strategy (EMANS) 2028120i&:3£1ToTVET . INE. EBEBOZILAOI LS 2ELHIEDOT, EMA & NCA HHLEDHET
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2028 FCAFTEHEEITDIHDBELINRERDEDTI . 2020 FICHEREN Tz EMANS2025 Z#EFEX DD, TDRDZE(LZRIRUIEAET LT
B0, I Accessibility |. [ Leveraging data, digitisation and artificial intelligencel. [ Regulatory science, innovation and
competitiveness]. [ Antimicrobial resistance (AMR) and other health threats]. [Availability and supply of medicines|f
UTSustainability of the network | OARIEBICO I TERSN TVET , oo EMANS2028 Z/ERR I 2EMEL B mNoh3UIL I3
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1) European medicines regulatory network | European Medicines Agency (EMA)

2) European medicines agencies network strategy | European Medicines Agency (EMA)
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