
 

 

審議結果報告書 

 

令 和 ３ 年 ５ 月 1 7 日 

医薬・生活衛生局医薬品審査管理課 

 

 

［販 売 名］ アロキシ静注0.75 mg、同点滴静注バッグ0.75 mg  

［一 般 名］ パロノセトロン塩酸塩 

［申 請 者 名］ 大鵬薬品工業株式会社 

［申請年月日］ 令和２年６月 15 日 

 

 

［審 議 結 果］ 

 令和３年４月 28 日に開催された医薬品第一部会において、本品目の一部変

更承認申請を承認して差し支えないとされ、薬事・食品衛生審議会薬事分科会

に報告することとされた。 

本品目の再審査期間は４年とされた。 

 

［承 認 条 件］ 

医薬品リスク管理計画を策定の上、適切に実施すること。 
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2 
0.75 mg _ _  

1.

CINV

5-HT 5-HT3

CTZ

CTZ 5-HT3

5-HT3

2010 1

2012 8

CINV

2020 7 CINV 80

CINV 50

2.

3.

0.75 mg 21 10 6

4.

0.75 mg 21 10 6

5.

6.

6.1

LC/MS/MS 10037050 0.050 ng/mL

PALO-10-20 0.045 ng/mL

6.2

6.2.1 5.3.5.2.1 10037050 2016 12 20



3 
0.75 mg _ _  

28 18

 

20 μg/kg 1.5 mg 30 1

7.1.1  

1

 
 

1  

   AUC0-inf 

ng h/mL  
t1/2

 a)
 

h  

20 μg/kg 

 24 118.3±39.9 b) 34.5 23.1, 98.3  
28 2  6 93.1±41.3 39.2 23.1, 46.5  

2 6  6 107.7±45.1 29.4 25.0, 42.0  
6 12  6 140.7±30.4 c) 35.6 26.4, 98.3  
12 18  6 135.4±27.8 32.6 28.8, 38.8  

 
a ,  
b 23 c 5  

 

6.2.2 5.3.5.1.3 PALO-10-20 2011 9 2012 10  

17

 

10 μg/kg 0.75 mg 20 μg/kg 1.5 mg 15

7.R.2.2  

2

AUC0-inf  
 

2  

   AUC0-inf 

ng h/mL  
t1/2

 a)
 

h  

10 μg/kg 

 32 53.83±26.50 b) 21.4 6.6, 44.0 b) 
2  4 33.28±13.67 11.7 10.4, 19.4  

2 6  10 46.35±30.33 c) 18.1 6.6, 36.8 c) 
6 12  6 58.61±23.61 21.4 16.8, 44.0  
12 17  12 67.26±23.19 c) 27.7 17.3, 41.8 c) 

20 μg/kg 

 29 113.94±39.56 d) 29.5 14.3, 46.4 d) 
2  3 73.65±36.42 e) 24.0 16.4, 31.7 e) 

2 6  8 111.39±45.04 f) 28.0 14.3, 30.0 f) 
6 12  8 109.38±52.17 g) 23.3 16.2, 46.4 g) 
12 17  10 126.47±24.11 30.5 20.5, 43.0  

 
a ,  
b 28 c 9 d 24 e 2 f 5 g 7  

 

6.R  

6.R.1  

 

                                                        
1 30  



4 
0.75 mg _ _  

20 μg/kg 1.5 mg

1 2

10037010
2 0100 3 3

0.75 mg 10 μg/kg

2 AUC0-inf 2

t1/2 AUC0-inf

90 μg/kg AUC0-inf

3
AUC0-inf

ng h/mL
t1/2

h
10037050 20 μg/kg 24 118.3±39.9 a) 37.0±14.6
10037010 0.75mg 10 μg/kg 9 66.4±19.3 41.6±13.1

0100 90 μg/kg 6 561±129 36.8±4.72
a 23

Cmax 8.01 ng/mL 24 QT/QTc

PALO-03-11 4 2.25 mg 30 μg/kg
Cmax 23.3 ng/mL 0100 QT

7.R.2

7.

III 1 4

4

III 10037050 28 18 20 μg/kg
1.5 mg 4 58

7.1 III

7.1.1 10037050 5.3.5.2.1 2016 12 20

                                                       
2 20 III 0.75 mg 21 10 6
3 20 I 0.75 mg 21 10 6
4 18 I 0.75 mg 21 10 6



5 
0.75 mg _ _  

28 18 5 60 5 28

2 2 6 6 12 12 18 12

11

 
 

5  
3.2 kg  

 
CDDP CBDCA CPA  

 

30 20 g/kg

1.5 mg 30 6.6 mg

10 kg 0.66 mg/kg 10 kg 1 30

2 3 4

 

58 28 2 14 2 6 18 6 12

12 12 18 14 FAS FAS

 

1 0

120 CR

6 95% 30%6 p<0.0001

2.5%  
 

6 1 CR FAS  
 58  p c  

0 120  a  58.6 44.9, 71.4 b % 34  p<0.0001 
0 24  a  72.4 59.1, 83.3 b % 42   
24 120  a  63.8 50.1, 76.0 b % 37   

CR 95%  
a  
b Clopper-Pearson  
c 2.5% 

 

87.9% 51/58 5% 7

3.4% 2/58 ALT AST γ-GTP 1

 
 

  

                                                        
5 CR 50% 2.5% 80% CR

CR 30% 54 60  
6 CR 30%

CR 30%  



6 
0.75 mg _ _  

7 5%  
 58   58  

 87.9 51   6.9 4  
 65.5 38   6.9 4  
 50.0 29   5.2 3  

 32.8 19   5.2 3  
 19.0 11   5.2 3  

 19.0 11  AST  5.2 3  
 15.5 9   5.2 3  

 13.8 8  γ-GTP  5.2 3  
 12.1 7   5.2 3  
 12.1 7   5.2 3  

ALT  8.6 5  
% MedDRA ver.22.0 

 

3.4% 2/58 1

 

 

7.R  

7.R.1  

 

2015 20

2,891 https://ganjoho.jp/reg_stat/statistics/dl/index.html

2021 2 19

III 10037050

 

III 10037030 7 2

0 24 CR

24 120 CR

0.75 mg

21 10 6

1 0

120 CR  

1 0 120 CR

95% 58.6 44.9, 71.4 % 95% 30%

6  

8

2 4 CR

 
 

  

                                                        
7 20 0.75 mg 40 μg/kg

0.75 mg 21 10 6  



7 
0.75 mg _ _  

8 FAS  
 

0 24  24 120  0 120  
1  

 79.3 46/58  74.1 43/58  65.5 38/58  
a  72.4 42/58  65.5 38/58  58.6 34/58  

 93.1 54/58  87.9 51/58  87.9 51/58  
b  50.0 13/26  42.3 11/26  34.6 9/26  

2 CR  100 7/7  71.4 5/7  71.4 5/7  
3 CR  100 3/3  33.3 1/3  33.3 1/3  
4 CR  0 0/1  100 1/1  0 0/1  
a  
b 6  

 

1 0 120 CR

9

CDDP 1,500 mg/m2 CPA

CBDCA 1,500 mg/m2 CPA CR  
 

9 1 0 120 CR FAS  
  CR  

 

28 2  14 64.3 9  
2 6  18  61.1 11  

6 12  12 50.0 6  
12 18  14 57.1 8  

  36  61.1 22  
 22  54.5 12  

  10 20.0 2  
 48  66.7 32  

 

CDDP 4 25.0 1  
CBDCA 19  73.7 14  

CPA 1,500 mg/m2  6 16.7 1  
CPA 1,500 mg/m2  31  61.3 19  

 

1

0 120 CR 95%

CR

5-HT3 NK1

2015 10 2 ver 2.2. 

NK1  

 

7.R.2  

7.R.2.1 7.R.2.4  

 

7.R.2.1  

 



8 
0.75 mg _ _  

10

QT 3.4% 2/58 ALT

AST γ-GTP 1

3.4% 2/58 1

 

1 87.9% 51/58 2 85.7% 6/7 3

100% 3/3 4 100% 1/1 2

 

 
 

10  
 28  

2  
14  

2  
6  

18  

6  
12  

12  

12  
18  

14  

 
58  

 100 14  77.8 14  91.7 11  85.7 12  87.9 51  
 0 0  5.6 1  0 0  7.1 1  3.4 2  

 0 0  11.1 2  0 0  0 0  3.4 2  
 0 0  0 0  0 0  0 0  0 0  

 0 0  0 0  0 0  0 0  0 0  
 0 0  0 0  0 0  0 0  0 0  

10%  
 71.4 10  72.2 13  66.7 8  50.0 7  65.5 38  
 35.7 5  50.0 9  75.0 9  42.9 6  50.0 29  

 14.3 2  22.2 4  50.0 6  50.0 7  32.8 19  
 28.6 4  11.1 2  25.0 3  14.3 2  19.0 11  

 21.4 3  22.2 4  16.7 2  14.3 2  19.0 11  
 14.3 2  5.6 1  25.0 3  21.4 3  15.5 9  

 28.6 4  22.2 4  0 0  0 0  13.8 8  
 14.3 2  5.6 1  16.7 2  14.3 2  12.1 7  
 7.1 1  5.6 1  25.0 3  14.3 2  12.1 7  

% MedDRA ver.22.0 
 

7.R.2.2  

III PALO-10-20 8

 

11

10 μg/kg

5.4% 9/167 20 μg/kg 4.9% 8/163 6.1% 10/164

2 10 μg/kg 4 20 μg/kg 1

3 10 μg/kg 1 2 QT

20 μg/kg 1 2 10 μg/kg

40.7% 68/167 20 μg/kg 38.0% 62/163 42.7% 70/164
                                                        

8 17 10 μg/kg 0.75 mg 20 μg/kg 1.5 mg 0.15 mg/kg 
3  



9 
0.75 mg _ _  

3.4% 2/58 2

20 μg/kg 54.5% 89/163

12.1% 7/58

20 μg/kg 1

20 μg/kg 3

1 3

1 1

20 μg/kg 2

1 1

 

20 μg/kg 12 20 μg/kg

1 69.3% 113/163 2 64.4% 58/90 3

55.9% 33/59 4 48.4% 15/31

 

 
 

11  
 10 μg/kg  

167  
20 μg/kg  
163  164  

 85.6 143  79.8 130  88.4 145  
 5.4 9  4.9 8  6.1 10  

 40.7 68  38.0 62  42.7 70  
 0 0  0.6 1  0 0  

 0 0  1.2 2  0.6 1  
 0 0  1.8 3  1.8 3  
10%  
 46.1 77  42.9 70  44.5 73  

 25.7 43  23.3 38  26.2 43  
 26.3 44  22.1 36  18.9 31  

 21.6 36  20.9 34  16.5 27  
 25.7 43  17.8 29  30.5 50  

 20.4 34  13.5 22  15.2 25  
 8.4 14  11.0 18  13.4 22  

 9.6 16  11.0 18  11.6 19  
 10.2 17  8.0 13  11.0 18  
 10.2 17  5.5 9  10.4 17  

% MedDRA ver.14.0 
 

  



10 
0.75 mg _ _  

12 20 μg/kg  

 2  
15  

2  
6  

53  

6  
12  

45  

12  
17  

50  

 
163  

 80.0 12  88.7 47  75.6 34  74.0 37  79.8 130  
 6.7 1  7.5 4  6.7 3  0 0  4.9 8  

 26.7 4  35.8 19  44.4 20  38.0 19  38.0 62  
 6.7 1  0 0  0 0  0 0  0.6 1  

 0 0  0 0  4.4 2  0 0  1.2 2  
 0 0  1.9 1  4.4 2  0 0  1.8 3  

10%  
 40.0 6  52.8 28  35.6 16  40.0 20  42.9 70  

 20.0 3  32.1 17  20.0 9  18.0 9  23.3 38  
 33.3 5  26.4 14  20.0 9  16.0 8  22.1 36  

 13.3 2  18.9 10  28.9 13  18.0 9  20.9 34  
 13.3 2  15.1 8  22.2 10  18.0 9  17.8 29  

 33.3 5  9.4 5  15.6 7  10.0 5  13.5 22  
 13.3 2  13.2 7  8.9 4  10.0 5  11.0 18  

 6.7 1  11.3 6  15.6 7  8.0 4  11.0 18  
% MedDRA ver.14.0 

 

7.R.2.3 10037030  

 

10% 65.5%
38/58 50.0% 29/58 19.0% 11/58 13.8% 8/58

25.3% 141/557 38.6% 215/557 7.2% 40/557
0.7% 4/557

 

 

7.R.2.1 7.R.2.3

 

 

7.R.2.4  

 

2010 6 2011 9

13.4% 138/1,031 34.3%

460/1,343 2%

8.5% 88 2.5% 26

0.5% 5 0.3% 3

1  

18 1,031 5 4 2 8 9 17 1

0.75 mg 17 8 0.45 mg 9 4 0.3 mg 4

 

2010 6 2012 11

2 5.1% 41/808 2



11 
0.75 mg _ _  

23

4  

2003 7
80 2018 7 25 2019
7 24

 
 

 

 

7.R.3  
7.R.1

7.R.2

 
 

7.R.4  

 

20 μg/kg 1.5 mg

10 μg/kg 0.75 mg 20 μg/kg

1.5 mg 1

0 24 CR

20 μg/kg 20 μg/kg 1.5 mg

0.75 mg 10 μg/kg 10 μg/kg 0.75 mg

20 μg/kg 1.5 mg

7.R.2.2 15

30  

7.R.1

7.R.2 88.0% 44/50

87.5% 7/8 20%

8.0% 50.0% 22.0% 0%

4.0% 25.0% 16.0% 37.5%

 

 

 

20 μg/kg 1.5 mg

 

 

7.R.5  



12 
0.75 mg _ _  

58

7 20 μg/kg

0.75 mg 2

 

 

13

 
 

13  
  
  
  

 120  
 4  

  

 

8.  
8.1  

 

 

8.2 GCP  

CTD 5.3.5.2.1 GCP

 

 

9. 1  

 

 

 

 

  



13 
0.75 mg _ _  

2  
 

3 4 6  

 

 
0.75 mg 0.75 mg 

 

 

2 6 15  

 

 

 
 

1.  

20 12 25 20 8  

 

1.1  

1 7.R.1 7.R.2 

 

 

1.2  

1 7.R.4 

 

 0.75 mg

20 μg/kg 1.5 mg

 

 5-HT3

 
 

18  

15 15

15 15

17

12

12 15  1334 ICH E11 12 16 18

18  

 



14 
0.75 mg _ _  

18

18

18

 
 

 

0.75 mg 1 1  

18 20 μg/kg 1 1

1.5 mg  

 

 

  

 40

1

 

 
 

1.3  

1 7.R.5 

 

14

15 16

 
 

14  
 

   
 QT   

 
 

 
15  

  
 

 
 

 
16  

  
  
 18  
 4  
 120  

  

 



15 
0.75 mg _ _  

2.  

4  

 

 

 

 

 

0.75 mg 1 1  

18 20 μg/kg 1 1

1.5 mg  

 

 

 

 

 

 



i 
0.75 mg _ _  

 
 

 
   

ALT Alanine aminotransferase  
AST Aspartate aminotransferase  

AUC0-inf 
Area under the plasma concentration-
time curve up to infinity  

CINV Chemotherapy-induced nausea and 
vomiting  

Cmax Maximum plasma concentration  
CR Complete response  
CTZ Chemoreceptor trigger zone  
FAS Full analysis set  
GCP Good clinical practice  
γ-GTP γ-glutamyltransferase γ-  
5-HT 5-Hydroxytryptamine  

ICH 

International Council for 
Harmonisation of Technical 
Requirements for Pharmaceuticals 
for Human Use 

 

MedDRA Medical Dictionary for Regulatory 
Activities ICH  

NK1 Neurokinin 1 1 
t1/2 Elimination halflife  

tmax 
Time to reach maximum 
concentration  

   

  III
PALO-10-20  

    
   

  III
10037050  

  III
10037030  

   
   

 


