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4. PMDA-ATC Pharmaceuticals Review Seminar 2017
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http://www.pmda.go.jp/english/symposia/0105.html

English translations of review reports
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Safety Information
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0157.html
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http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0319.html

FERLEDIFEDHEITFICERAYSHFTEHLTLAIRIIEH (ER2957 A 14 8)
JILTFIR) DL

SFIENAVAUEETRTILKIIY

FORAARA T KN
KEEIRARE (FRL294% 7 A 14 H)
http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/risk—communications/0001.html
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Reports from overseas
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MANUFACTURING: A Snapshot of Priority Technology Areas Across the Federal Government 0 ff CHjf
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1) ADVANCED MANUFACTURING
A Snapshot of Priority Technology Areas Across the Federal Government (April 2016): Continuous

Manufacturing of Pharmaceuticals (P29-32)

http://www.whitehouse.gov/sites/whitehouse.gov/files/images/Blog/NSTC%20SAM%20technolog
y%20areas%20snapshot.pdf
2) Quality Standards for Pharmaceutical Continuous Manufacturing

http://www.usp.org/meetings—courses/expert—committee—meetings/quality—standards—
pharmaceutical—continuous—manufacturing

3) Pharmacopeial Forum
http://www.usp.org/usp—nf/pharmacopeial—forum
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H 4% > Al Guideline on the qualification and reporting of physiologically based pharmacokinetic (PBPK)
modelling and simulation |Z2ABAL TLVET,
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MDIREITSED T ATEDYELRYELZ, 2D 1 FERIIEZLDIEFZARIENTE, FEICTKEE
LTULYELT=, IRIEF D Division of Pharmacometrics,U.S.FDA Tl& Pharmacometrics [ZBH 3 2 fiT o8
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E-WEEZTOWVET , REITHRYUELIZA, USFDA IZEI115iE81% X 2 T2 &1z Dr. Ping Zhao, i
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1) Ping Zhao, ASPCT Annual Meeting 2017
http://www.ascpt.org/Portals/8/docs/Meetings/2017%20Annual%20Meeting/2017%20Presentatio
ns/Friday%203_17/Physiologically%20Based%20Pharmacokinetics_Ping%20Zhao.pdf?ver=2017-03-
30-081430-643

2) M Sato, Y Ochiai, S Kijima, N Nagai, Y Ando, M Shikano, Y Nomura, CPT Pharmacometrics Syst
Pharmacol, First Published:1 June 2017.

3) 2017 Pharmaceutical Science and Clinical Pharmacology Advisory Committee Meeting
http://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/AdvisoryCommitt
eeforPharmaceuticalScienceandClinicalPharmacology/ucm535520.htm

4) Dissolution and Translational Modeling Strategies Enabling Patient—Centric Product Development
http://pharmacy.umaryland.edu/centers/cersievents/dissolution—and-translational-modeling—

strategies/
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