
 

2010 7 2  

 

 

 

 

 

 

 

 
 

IF 2010 6  
 

http://www.info.pmda.go.jp/  

 

872329 

  

  

 100mg NPI ( ) 100mg  

 JAN  
Rebamipide JAN  

 
 

 
 
 

2009  7 13  
2009  11 13  
2009  11 13  

( )  
 

 

  

 

 
TEL. 03-5833-5011 FAX. 03-5833-5100 

 : 9:00  17:00  
 

http://www.npi-inc.co.jp/medical.html 

 

IF 2008  

 



  

 

 
 
1   

 

 
63 2

IF IF
10 9 3

IF  
10

20 9
IF  

 
2 IF  

IF

 

IF
IF

 
IF  

A4 9

 
IF  

IF
2  

IF  
IF  
IF IF  

IF  

 
2008 IF 2008

IF PDF
 

 
 

IF  
IF 2008 21 4  



  

IF 2008
 

IF  
 
3 IF   

IF 2008 MR PDF

IT MR
 

IF
 

IF
IF MR

IF
IF

IF
 

 
 

4  
IF

IF

 
IF

 
2008 9  

 
 
 
 
 
 
 
 
 
 
 
 
 



  

 
 

.  
1.  ················································· 1 
2.  ······················ 1 
 
.  
1.  ······················································· 2 
2.  ······················································· 2 
3.  ········································ 2 
4.  ········································ 2 
5.  ········································ 2 
6.  ······················ 2 
7. CAS  ············································· 2 
 
.  
1.  ··········································· 3 
2.  ············· 3 
3.  ·································· 3 
4.  ········································ 3 

 
.  
1.  ·························································· 4 
2.  ················································· 4 
3.  ················ 4 
4.  ··················· 4 
5.  ···························· 5 
6.  ············· 5 
7.  ······················································· 5 
8.  ··········································· 5 

  9.  ······················ 5 
 10.  ··························· 5 
 11.  ·························································· 5 
 12.  ························ 5 
 13.  ············ 5 
 14.  ······················································ 5 
 

.  
1.  ·············································· 6 
2.  ·············································· 6 
3.  ···················································· 6 

 
.  
1.  ·········· 7 
2.  ···················································· 7 

 
.  
1.  ······························· 8 
2.  ······························· 9 
3.  ·························································· 9 
4.  ·························································· 9 
5.  ·························································· 9 
6.  ························································· 10 
7.  ···································· 10 

 
 
 
 

.  
1.  ···································· 11 
2.  ········· 11 
3.  
    ··················································· 11 
4.  

  ··················································· 11 
5.  ······························ 11 
6.  ······ 11 
7.  ··················································· 11 
8.  ······················································ 11 
9.  ········································· 12 

 10.  ···················· 12 
 11.  ········································· 12 
 12.  ·························· 12 
 13.  ·················································· 12 
 14.  ············································ 13 
 15.  ············································ 13 
 16.  ····················································· 13 
 

.  
  1.  ·················································· 14 

2.  ·················································· 14 
 

.  
1.  ·················································· 15 
2.  ································ 15 
3.  ········································· 15 
4.  ································ 15 
5.  ··············································· 15 
6.  ························································ 15 
7.  ··············································· 15 
8.  ······································ 15 
9.  ········································· 15 

10.  ················· 15 
11.  ··································· 15 
12.  

  ·································· 16 
13.  

  ················································· 16 
 14.  ··············································· 16 
 15.  ················· 16 
 16.  ··············································· 16 
 17.  ······································ 16 
 

.  
1.  ·················································· 17 
2.  ······································ 17 

 
.  

1.  ································ 17 
2.  ·························· 17 

 
.  

 ······································· 17 

 



 1  

 

1  
 1990  
 100mg NPI  

2009 7 2009 11  
 

2  
 (PG) PG

( )
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 2  

 

1  
(1)  

100mg NPI  
 (2)  

Rebamipide 

(3)  

 
2  

(1)  
JAN  

(2)  
Rebamipide JAN  

(3)
 

 
3  

 

 
 
4  

C19H15ClN2O
370.79 

4 

 
5  
(2RS )-2-(4-Chlorobenzoylamino)-3-(2-oxo-1, 2-dihydroquinolin-4-yl)propanoic acid 
 
6  

 
 
7  CAS  
  111911-87-6 
 
 



 3  

 

1  
(1)  

 
(2)  
 
 
 
 
 

(37 )1)

  
pH1.2 0.001mg/mL  
pH6.0 0.35mg/mL 
pH6.8 1.7mg/mL 

 0.008mg/mL 

 (3)  
 

(4)  
     291  

(5) 1) 
  pKa 3.3(25 ) 
(6)  

  
(7)  

 N,N- (1 20)  
 
2  

  
 
3  

(1)  
(2) ( ) 
(3) ( ) 

 
4  

 
 

  
 N,N-  

 (99.5) 
  



 4  

 

1  
(1)  

 
    

8.2mm 
3.5mm 
175mg    

 
(2)  

 
 

(3)  
NPI 105 

 (4)pH pH  
 

2   
(1) ( )  

1 ( ) 100mg  
(2)  

6000 
  (3)  

 
 

3  
 

 
4 2  

 
(1)  

    

40 75%RH 6    
  

(40 75% 6 ) 100mg NPI
3  

(2)  
    

25 75%RH 3    
100mg NPI 25 75%RH 3

 



 5  

(3)  

100mg NPI 60 Lux hr  
 

5  
 

 
6  

 
 

7 3) 
100mg NPI

 
2 ( ) 

50rpm 
pH6.0 (1 4)(900mL) 

60 75  
100mg NPI  

 
8  

 
 
9  

 
 
10  

 
 

11.  
 

 
12.  

 
 
13.  

 
 

14.  

20  
1000Lux/hr 

60 Lux hr 
(25 ) 

( )   



 6  

 

1  
 

 
 

2  
  

100mg 1 3
 

 
 

100mg 1 3  
 

3  
(1) 2009 4  

(2)  

(3)  

(4)  
 

(5)  
1)  

2)  
 

3)  
   
4)  

 
(6)  

1)  
 

2)  
 

 
 
 

 



 7  

1
  

2
(1)  

   ( )
( )  

 
(2)  

(3)



 8  

1
(1)  

 
(2) 4) 

 100mg(n=19) Tmax 2.32±1.06  
(3)  

4) 

100mg NPI 1 100mg

AUC Cmax 90 log 0.8 log 1.25
 

 
  

AUCt 

ng hr/mL  
Cmax 
ng/mL  

Tmax 
hr  

t1/2 
hr  

100mg NPI  1047.30±378.82 234.83±88.86 2.32±1.06 2.71±2.77 

100mg  
987.08±517.06 238.75±97.09 2.45±1.31 2.03±0.78 

( n 19) 
 

 

AUC Cmax
 

 (4)

(5)

(6)
 



 9  

2  
(1)  

 
(2)  

 
(3)  

 
(4)  

100mg NPI 19 1 ( 100mg)
 

0.353hr-1  4) 
(5)  

 
(6)  

 
(7)  

     
 
3  

 

4.
(1)  

 
(2)  

 
(3)  
   
(4)  

 
(5)  

5.  
(1)  

 
(2) CYP450  

(3)  

 



 10  

(4)  

(5)  

6  
(1)  

(2)  

(3)  

 
7



 11  

1
  

 
2

3
 

4
 

5.
  

6.

7.  
(1)  
    
(2)  

     

8  
(1)  

 

(2)  

1) ( )

 
2 ) ( )

 
3) ( ) AST GOT ALT GPT -GTP Al-P

 



 12  

 (3)
  

  
  

  
2  AST GOT ALT GPT -GTP Al-P  

  

 BUN
 

1)  
2) 

 

(4)  

(5)  

(6)
-2 -8(2) -8(3)  

 
9  

 

 
10  

(1)
 

 
(2)  

 

 
11  

 ( )  

 
12  

  
 
13  

 
 
 



 13  

14

 PTP PTP  
PTP

 

15  
 

16    



 14  

1

(1) .  

(2)  
 

(3)  
 

(4)  
 

 
2  
(1)  

 
(2)  

 
(3)  

 
(4)  

 
 



 15  

 

1  
  

 
2  

3  
 
3  

 
 
4

(1)  
14.  

(2)  
14.  

 
5

 
 
6

PTP 100 10 ×10 210 21 ×10 500 10 ×50 1050 (21 50) 
500  

 
7  

PTP  
 

 
8

100mg 20% 
 

 
9

1990 9 28  
 
10

2009 7 13  
22100AMX01985000 

 
11

2009 11 13  
 



 16  

12
 

 
13

 
 
14

 
 
15  

16  

 
17

 

 HOT 9   
 
 

100mg NPI  119418001 2329021F1137 621941801 



 17  

1
1) ( ) (Orange Book No.7) 
2)   ( )
3)   ( )
4)   

2
15

 

1

2  

 
 
 

 
 


	表紙
	IF 利用の手引きの概要
	目次
	Ⅰ.概要に関する項目
	1. 開発の経緯
	2. 製品の治療学的・製剤学的特性

	II. 名称に関する項目
	1. 販売名
	2. 一般名
	3. 構造式又は示性式
	4. 分子式及び分子量
	5. 化学名（命名法）
	6. 慣用名、別名、略号、記号番号
	7. CAS 登録番号

	III. 有効成分に関する項目
	1. 物理化学的性質
	2. 有効成分の各種条件下における安定性
	3. 有効成分の確認試験法
	4. 有効成分の定量法

	IV. 製剤に関する項目
	1. 剤形
	2. 製剤の組成
	3. 懸濁剤、乳剤の分散性に対する注意
	4. 製剤の各種条件下における安定性
	5. 調製法及び溶解後の安定性
	6. 他剤との配合変化（物理化学的変化）
	7. 溶出性
	8. 生物学的試験法
	9. 製剤中の有効成分の確認試験法
	10. 製剤中の有効成分の定量法
	11. 力価
	12. 混入する可能性のある夾雑物
	13. 治療上注意が必要な容器に関する情報
	14. その他

	V. 治療に関する項目
	1. 効能又は効果
	2. 用法及び用量
	3. 臨床成績

	VI. 薬効薬理に関する項目
	1. 薬理学的に関連ある化合物又は化合物群
	2. 薬理作用

	VII. 薬物動態に関する項目
	1. 血中濃度の推移・測定法
	2. 薬物速度論的パラメータ
	3. 吸収
	4. 分布
	5. 代謝
	6. 排泄
	7. 透析等による除去率

	VIII. 安全性（使用上の注意等）に関する項目
	1. 警告内容とその理由
	2. 禁忌内容とその理由（原則禁忌を含む）
	3. 効能又は効果に関連する使用上の注意とその理由
	4. 用法及び用量に関連する使用上の注意とその理由
	5. 慎重投与内容とその理由
	6. 重要な基本的注意とその理由及び処置方法
	7. 相互作用
	8. 副作用
	9. 高齢者への投与
	10. 妊婦、産婦、授乳婦等への投与
	11. 小児等への投与
	12. 臨床検査結果に及ぼす影響
	13. 過量投与
	14. 適用上の注意
	15. その他の注意
	16. その他

	IX. 非臨床試験に関する項目
	1. 薬理試験
	2. 毒性試験

	X. 管理的事項に関する項目
	1. 規制区分
	2. 有効期間又は使用期限
	3. 貯法・保存条件
	4. 薬剤取扱い上の注意点
	5. 承認条件等
	6. 包装
	7. 容器の材質
	8. 同一成分・同効薬
	9. 国際誕生年月日
	10. 製造販売承認年月日及び承認番号
	11. 薬価基準収載年月日
	12. 効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	13. 再審査結果、再評価結果公表年月日及びその内容
	14. 再審査期間
	15. 投与期間制限医薬品に関する情報
	16. 各種コード
	17. 保険給付上の注意

	XI. 文献
	1. 引用文献
	2. その他の参考文献

	XII. 参考資料
	1. 主な外国での発売状況
	2. 海外における臨床支援情報

	XIII. 備考

