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1. 2017 APEC Good Registration Management Regulatory Science Center of Excellence
Workshop
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2. PMDA-ATC Medical Devices Seminar 2017
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3. ICHY ax—T&&
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http://www.pmda.gojp/int—activities/symposia/0069.html
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English translations of review reports
PMDA V7 HAFTRARLTWABEREEERD . BHOBH S ZHMOELET,

E

http://www.pmda.go.jp/english/review—services/reviews/approved—information/drugs/0001.html
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Safety Information
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JOYEY
= AN o WLy NN
ARTIR—IL
ARTIVEEAT ILEY
ARTrE—)L
AR T7IRKFY
HERUTREEAT ILEY
%EH&’\EEI (Frx 29 %11 B 28 H)
http://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0319.html
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http://www.pmda.go jp/safety/info—services/devices/0035.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/risk—communications/0001.html
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PMDA EBRZRLIEHR No. 52 (ERX 294 12 A 20 A)
M ERL F—D RIBRERBFOFEIC DT
REEMAR (FRC 29 F 12 A 20 H)
A ZAEE : http://www.pmda.go jp/safety/info—services/medical-safety—info/0001.html
FEE  http://www.pmda.go.jp/english/safety/info—services/safety—information/0001.html

Events
PMDA MERE-(EBMEFTELTLDELERSH

=153 SEA GRS P
1B 15-18 © PMDA-ATC Multi-Regional Clinical Trials Seminar B
2018
2 A 5-8H PMDA-ATC Pharmacovigilance Seminar 2018 -

Reports from overseas
BHEBICHELTWWSEEN L. MM TOEZHEHIEALET,
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TOPRA (The Organisation for Professionals in Regulatory Affairs) (&, F£IZ EU D EZE L. EEHEES
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PQRI-USP 3t ICH Q3D TRFMUH RS/ VIZB8T ST —VavT
11 A 2~3 BIZ. Product Quality Research Institute (PQRI) "IZEZE LS BIZETAIHEDEHEL
DEOHAFTVARVEEDERZIEFENELTERENERE T IG5 IRETIIFEEFRKEEST
HY . 5B PQRI AL PQRI/USP Workshop on ICH Q3D Elemental Impurities Requirements AV [E
A 1% (United States Pharmacopeial Convention; USP) TRifE SN E L 1= 2, ICH Q3D TTEA 1)
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M Pharmaceuticals and Medical Devices Agency, Japan


http://www.pmda.go.jp/safety/info-services/medical-safety-info/0001.html
http://www.pmda.go.jp/english/safety/info-services/safety-information/0001.html

PMDA Updates 12 B & 5 R—

RI—923yTTlE B R BRRUATEFOHEERERREBICBTAARTMMERICEHTHEE
B.RERADARTHMYERICETIRIADFHKR. BEREDKA ARSI ERICEITHER
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ShELT,

BARERAF. F+H/N\HREBXRERAEREXRAHOEKRNARITHRHESNTWLDEY . K7
ARZAUDRYAAHDT-HDIEEFEEDHTNET ¥, Ff-. BRER=ZE B FH1EEHRE (Pharmacopoeial
Discussion Group: PDG) TH. TR A MMAEREICZR D F v T 24— FEMICE I+ TEROEDH SN TLY
EX RN

AAARSAVTIIBERABEREZEZEBLIZJRIIRDAVMNIE KEBERUVEEAEZDHREN
WHETHY ., BERANORYIAHITELTIE. MVRIVFEHBTRELELGDLIT—2D AFAEEM. (2025
DEBEDIVRIIRDAVNTRHELGS))—R Q) EBEPEEAEEZ —RICRELIZINETOH
ETORELOBFROBBEICSEENELHIENFREINE T, 51THEE. EEICEET HEREML
HRISGEELTONERWWEEZTUWET,

1) Product Quality Research Institute (PQRI)
http://pgri.org/wp—content/uploads/2017/06/PQRI-Overview—June—2017.pdf

2) PQRI/USP Workshop on ICH Q3D Elemental Impurities Requirements
http://pgri.org/pgriusp3rdeiworkshop/

3) BEEMIAFEFMYHARSA2IZDONT
http://www.pmda.go.jp/files/000207677.pdf

4) BEH/\REBXERAERELRAE 3.2 © EREMNBIMEZEFEFA-FTHHOEERICRLIER
http://www.pmda.go.jp/files/000214665.pdf

5) 20174 9 A PDG AYVEIL R EHEEEE 3. PDG IRAFMERDER KR
http://www.pmda.go.jp/files/000220885.pdf
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