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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
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Reports from overseas
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1N HREE:

http://www.ema.europa.eu/docs/en_GB/document_library/Report/2016/05/WC500206029.pdf

2) TLARYJ—R:

http://www.ema.europa.eu/ema/indexjsp?curl=pages/news_and_events/news/2016/05/news_det
ail_002525.jsp&mid=WC0b01ac058004d5c1
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1) http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/

CDER/ManualofPoliciesProcedures/UCM462770.pdf

IROEE (U.S.FDA Office of Strategic Programs)
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Health Canada @) Therapeutic Products Directorate @ Bureau of Pharmaceutical Sciences [ZEETEL
THYFET VI RI)VIEEREETEREN TEEMEDEMRTHREBLET  IRESAMIZ6 B 27H~9 A
30 HETOH 3 hABITY , Health Canada TlE., EIZHEH LD ) v EZE S (Complex Generic Drugs
(CGDs) [THITHEYMENRFHFTEEAICODVWTERRBILZFETYT . £ EF. EHAETERZA
NIZDOWVWTHE A fTH N TLVS Biopharmaceutics Classification System (BCS) & UF BCS Based
Biowaiver "M =12 DLVT, Health Canada TORBREFAELDIZ, UM EEERIT S LETOEER
EHEPATVNENWEEZTBYET,

D% FIFAL T Health Canada & PMDA D BRIFGBIRE(RET D& 2T ALI-LEBZTLET,
ESTLALLLBREVLELET,

1) Health Canada. 2014. Release of Guidance Document: Biopharmaceutics Classification System
Based Biowaiver.
http://www.hc—sc.gc.ca/dhp—mps/alt_formats/pdf/prodpharma/applic—demande/guide—
Id/bcs_guide_ld_scb—eng.pdf

EMZZIE (Health Canada Therapeutic Products Directorate)
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