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https://www.pmda.go.jp/files/000160019.pdf
https://www.pmda.go.jp/files/000206451.pdf
https://www.pmda.go.jp/files/000160658.pdf
https://www.pmda.go.jp/files/000206450.pdf
https://www.pmda.go.jp/files/000215100.pdf
https://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0007.html
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM292334.pdf
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