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11 B 15~17 B. % 12 [8] DIA BARE S M A New Horizon of Innovation in Medicine Development 1%
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http://www.pmda.gojp/int—activities/symposia/0057.html#r=s&r=s
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English translations of review reports
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http://www.pmda.go jp/english/review—services/reviews/approved—
information/drugs/0001.html
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Safety Information

EXR-ERBBEREMHER No.328(FERK 274 12 A 1 H)
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http://www.pmda.go.jp/safety/info—services/drugs/medical—safety—information/0155.html
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http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0293.html
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Reports from overseas
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HDTLIZ. EMA BEEYIV U ELT, SOKIL—BRAITOBRIZEDOHYAIZET S EMA DFHIC
DNVTEIEREFHLTWDIF=0EEZTEYET,

) BERVHEEET—F2U - /1\—T714—(PCWP) EE)
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_cont
ent_000318,jsp&mid=WCO0b01ac0580289¢efe

M Pharmaceuticals and Medical Devices Agency, Japan



http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0293.html
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000318.jsp&mid=WC0b01ac0580289efe
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000318.jsp&mid=WC0b01ac0580289efe

PMDA Updates 12 A& 5 R—

2) A=E D5
http://www.ema.europa.eu/ema/indexjsp?curl=pages/news_and_events/events/2015/10/event_de

tail_001234,jsp&mid=WC0b01ac058004d5¢c3

EHEE (ERMEZY TV EMA BETE)

B[ USP FmMI—oayF 2o T
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1) 2nd Excipient Workshop: Focus on Excipient Quality, Compendial Testing, and Regulatory Impact
http://www.usp.org/meetings—courses/workshops/2nd—excipient—workshop—focus—excipient—
quality—compendial-testing—and—regulatory—impact
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