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https://www.pmda.go.jp/english/int-activities/0001.pdf
https://www.pmda.go.jp/english/int-activities/0002.pdf
https://www.pmda.go.jp/english/int-activities/0003.pdf
https://www.pmda.go.jp/english/int-activities/int-harmony/icmra/0005.html
https://www.pmda.go.jp/english/int-activities/int-harmony/icmra/0006.html
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2) AF:BEREERN PMDA OEERELT, RELTRYBELILLERLTIVS 4 DMDIER (Patient
First, Access First, Safety First, Asia First) o
https://www.pmda.go.jp/about—pmda/outline/0019.html
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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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https://www.pmda.go.jp/about-pmda/outline/0019.html
https://www.pmda.go.jp/int-activities/training-center/0001.html
https://www.pmda.go.jp/int-activities/training-center/0001.html
http://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html
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Safety Information

EER - EREBFEEMHEFER No. 371( M24£3A/824A0)
1. ERERT —IN—XZERAL/NRERKAR AR -LE2XR) DHEEICHITT(ZED 2)
INRERFERINESATLEEALEEEEROFBESZOFERICAF-EYHEA
2. AMIXERHEBROREICHSIRAUNZEZDEIIKRLNMIZDLNT
3. EELRIERZFICET HIER
(1] oFaF>
(2] 72/L7V BEIEER1E
4. FEREOIFEDOHETIZONT(ED 311)
OF3IF> (8 #)
5. MRERAEZEOHNZREE—E
HERARF (FF243 824 8)
http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/safety—info/0159.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0349.html
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http://www.pmda.go jp/safety/info—services/medical-safety—info/0001.html
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http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0159.html
http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0349.html
https://www.pmda.go.jp/files/000234785.pdf
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https://www.pmda.go.jp/safety/info—services/medical-safety—info/0001.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
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EMA ) Regulatory Science Strategy to 2025 &EARFE THBEFE
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1) https://www.ema.europa.eu/en/documents/regulatory—procedural—guideline/ema-regulatory—science—
2025—strategic—reflection_en.pdf

2) https://www.ema.europa.eu/en/news/advancing—regulatory—science—eu—new-strategy—adopted
3) _https://www.ema.europa.eu/en/about—us/how—we-work/regulatory—science—strategy#tconsultation—

process—section
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