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1. PMDA-ATC Pharmaceuticals Review Webinar 2024 ZB#EULZEU:
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2. APEC Center of Excellence Workshop: PMDA-ATC MRCT/GCP Inspection Seminar 2025 ZBHEL
=0
1 B 21~24 H. 727 RKE#ZFR N REFAFEZEEESS (Asia Pacific Economic Cooperation, Regulatory Harmonization
Steering Committee, APEC-RHSC) OERHREIAER (Multi-Regional Clinical Trials, MRCT) &4&U Good Clinical Practice
(GCP) BARMIZDEBRIAEL>Y— (Center of Excellence, CoE) NEMI3T—I>3yTELT. [PMDA-ATC MRCT/GCP
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JRBROETE - THA U IFOBREMICE I 2BERTT - AT 2ITVEUL, 3 BEREZERNSDERM(CLS Decentralized Clinical Trial
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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
EFEm EREBRERLEEHR No.416 (HM 7418 22H)
1. FEIOFVAIIVARBREECH I 2BOMIMIIAZE (YI-N\EE 125mg RUSSTUANTEIL 200mg) OER LOERDEETICONT
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4., MHRERFAFONREE—E

REMRAK (B 7418 22H)
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0164.html
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0373.html
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https://www.pmda.go.jp/safety/info-services/medical-safety-info/0001.html
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Reports from Overseas

BIMCETEL TV REEENS, IR TOIEEI ZHIEALET
%8 16 [E OECD GLP bL—Z=>91-2

2024 £ 11 A 4~7 B. XF33354(ZBVWT OECD GLP working Party 0#iE(CL3% 16 [@ OECD Training Course for GLP
Inspectors WEfEESNELZ. (T 4 BMBISES GLP Inspector [EIFM advanced B —Z>J1-XTHD. S(Elld OECD HNEEE.
Mutual Acceptance of Data (MAD) HNEEE. MAD hHNEEt&ET R OE - #thighs55] 70 D GLP Inspector ASAILELZ. CORL—Z2
H-2( 2 €(C 1 EFHESN TS, OECD GLP BHRFBOEBREFD 1 DEROTVET,

AR -2 1—R(SBHHEHIXF>TD GLP Compliance Monitoring Authority T#% Entidad Mexicana de Acreditacion h'=E4&#L
FUlzo NL—Z>4J1—2X(4. GLP Inspection & Study Audit 23259 2/ DS RN B RIECERE N TREBEHLUT-I2avTTE
KENELZ. COM—Z2PI1-RAFEED GLP TOJ3LNSDOIEEE TSN Steering Group (CLH>THRE-EEIh, KE®
Inspector DFRELE EICESNMBEMTVET,
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