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塩野義製薬
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塩野義製薬
株式会社

国内
海外

― 評価資料 無

5.3.7-02
有害事象一覧表及び
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塩野義製薬
株式会社 

2021年9月～
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塩野義製薬
株式会社

国内
海外
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臨床検査値症例一覧
表(T1221)

塩野義製薬
株式会社 
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2b Part)

塩野義製薬
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国内
海外
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5.3.7-04
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塩野義製薬
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塩野義製薬
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World Health 
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sectional, 
multicenter study

Pan L, Mu M, 
Yang P, et al

海外
Am J 
Gastroenterol 
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国内 ― 2.5-20
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審査報告書
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ワクチンについて

首相官邸 国内 ― 2.5-23
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医薬品開発と適正な
情報提供のための薬
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イン
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Mediated Drug 
Interactions
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Human Services 
Food and Drug 
Administration 
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Evaluation and 
Research. 
Guidance for 
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European 
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Scientific white 
paper on 
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modeling

Garnett C, 
Bonate PL, Dang 
Q, et al

海外
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Pharmacokinet 
Pharmacodyn 
2018;45(3):38
3-97

2.5-27

5.4-28

Correction to: 
Scientific white 
paper on 
concentration-QTc 
modeling

Garnett C, 
Bonate PL, Dang 
Q, et al

海外
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Pharmacokinet 
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2018;45(3):39
9

2.5-28

5.4-29
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2.7.1-

01

5.4-30

A proposal for a 
pharmacokinetic 
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significance 
classification 
system (PISCS) 
based on predicted 
drug exposure 
changes and its 
potential 
application to 
alert 
classifications in 
product labelling

Hisaka A, Kusama 
M, Ohno Y, 
Sugiyama Y, 
Suzuki H

海外

Clin 
Pharmacokinet 
2009;48(10):6
53-66

2.7.1-
02

5.4-31

General framework 
for the prediction 
of oral drug 
interactions 
caused by CYP3A4 
induction from in 
vivo information

Ohno Y, Hisaka 
A, Ueno M, 
Suzuki H

海外

Clin 
Pharmacokinet 
2008;47(10):6
69-80

2.7.1-
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5.4-32
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for the 
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Ohno Y, Hisaka 
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Clin 
Pharmacokinet 
2007;46(8):68
1-96

2.7.1-
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5.4-33

SARS-CoV-2 
B.1.1.529系統 
(オミクロン株) 
感染による新型コロ
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積極的疫学調査 
(第5報)：疫学的・
臨床的特徴

国立感染症研究所 国内 ― 2.5-29

5.4-34
データからわかる－
新型コロナウイルス
感染症情報－

厚生労働省 国内 ― 2.5-30

5.4-35

Coronavirus 
disease (COVID-19) 
Weekly 
Epidemiological 
Update

World Health 
Organization

海外 ― 2.5-31

5.4-36
COVID-
19ワクチンに関する
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日本感染症学会 国内 ― 2.5-32

5.4-37
新型コロナワクチン
について

首相官邸 国内 ― 2.5-33

5.4-38
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