
審議結果報告書 

令 和 ７ 年 1 2 月 ３ 日 

医薬局医薬品審査管理課 

［販 売 名］ ①プリミーフォート経腸用液 ６、②同経腸用液 ８、③同経

腸用液 CF 

［一 般 名］ ①②人乳／グリセロリン酸カルシウム／グルコン酸カルシ

ウム水和物／塩化カルシウム水和物／無水クエン酸ナトリ

ウム／クエン酸カリウム／リン酸一水素マグネシウム／硫

酸亜鉛水和物／塩化ナトリウム／硫酸銅、③人乳 

［申 請 者 名］ クリニジェン株式会社 

［申請年月日］ 令和６年７月30日 

［審 議 結 果］ 

令和７年 12月３日に開催された医薬品第一部会において、本品目を承認して

差し支えないとされ、薬事審議会に報告することとされた。 

本品目は生物由来製品に該当し、再審査期間は８年、原体のうち人乳及び製

剤は毒薬及び劇薬のいずれにも該当しないとされた。 

［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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2.2.1  

1 6 8 125 mL CF 30 mL 3

 

 
3  

 6 15 mL  6 30 mL  8 40 mL  CF 10 mL  
 15.8 g 31.6 g 41.8 g 12.5 ga 

 156.1 mg 312.2 mg 299.1 mg  
 31.2 mg 62.4 mg 59.8 mg  

 40.6 mg 81.2 mg 63.5 mg  
 64.9 mg 129.8 mg 115.1 mg  

 59.8 mg 119.6 mg 116.2 mg  
 17.3 mg 34.6 mg 30.4 mg  

 2.3 mg 4.6 mg 6.7 mg  
 14.7 mg 29.4 mg 50.6 mg  

 0.1 mg 0.2 mg 0.5 mg  
a  
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Res. 2016; 60: 31042 Nutrients 2013; 5: 4800-21 Clinical Epidemiology and Global Health. 
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7.1.1 20-CT-003 CTD 5.3.5.1.1 2021 10 2023 3  
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6 CF 4%  70 mL 30 mL  4 mL 
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8 60 mL  40 mL  
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8 CF 8%  60 mL  40 mL 8 mL 
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0 g/kg/ 3.0 g/kg/ 1.45 g/kg/
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1 0.8 g  
 3 kcal 
 0.22 g  

 0.013 g  
 0.46 g  

 0.007 g  
 21 mg 

 12 mg 
 3.1 mg 

1 1.3 g  
 6 kcal 
 0.3 g  

 0.3 g  
 0.53 g  

 5.6 g  
 30 mg 

 18 mg 
 7.5 mg 

a  

 

147 77 70 70 59

ITT 8 7

1 4 3 1 3 3 0 1 1 5

0  

34 0 10

97.5%CI 0.3214 g/kg/

1.45 g/kg/  

 

10 34 0 ITT  
 77  70  

g  908.1 264.13 947.6 275.90 
34 0 g a 1786.2 277.8 1592.4 273.9 

34 0  47.2 17.6 44.3 16.3 
34 0 a, b g/kg/  13.44 3.914 11.96 3.061 

97.5%CI g/kg/  1.48 0.3214   
 

a 34 0 7 1 34 0
 

b Patel Pediatrics. 2005; 116: 1466-73  
g/kg/ 1000 ln Wn/W1 / Dn D1  

W1 48 g Wn 34 0 g Dn D1 34 0
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 3.9 3  1.4 1  

 3.9 3  0 0  
 3.9 3  0 0  

 2.6 2  2.9 2  
 2.6 2  1.4 1  

 1.3 1  2.9 2  
 0 0  2.9 2  
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/160 mL  

a  
c b 

/160 mL  

b  
c AAP

 

/kg/  6 
/160 mL  

8 
/160 mL  

6 
/160 mL  

8 
/160 mL  

 2.6 g 4.6 g 5.4 g 1.4 g 3.8 g 4.6 g 3.5 4.5 g 
 5.6 g 8.6 g 9.6 g 5.6 g 8.6 g 9.6 g 4.8 6.6 g 

 11.7 g 12.3 g 12.3 g 13.1 g 13.3 g 13.1 g 11.6 13.2 g 
 107.2 kcal 144.2 kcal 156.5 kcal 108.0 kcal 144.8 kcal 157.0 kcal 110 130 kcal 
 44.8 mg 107.8 mg 112.3 mg 29.6 mg 97.3 mg 103.2 mg 69 115 mg 

 80.0 mg 149.1 mg 148.5 mg 76.0 mg 146.4 mg 146.1 mg 78 195 mg 
 92.8 mg 167.5 mg 170.6 mg 68.0 mg 150.2 mg 155.7 mg 105 177 mg 

 40.0 mg 201.6 mg 194.9 mg 36.0 mg 198.9 mg 192.5 mg 120 200 mg 
 5.3 mg 14.1 mg 13.6 mg 5.3 mg 14.1 mg 13.6 mg 8 15 mg 

 23.2 mg 107.8 mg 106.9 mg 20.8 mg 106.1 mg 105.4 mg 60 140 mg 
 0.2 mg 0.2 mg 0.2 mg 0.2 mg 0.2 mg 0.2 mg 2 3 mg 

 0.6 mg 2.2 mg 2.2 mg 0.3 mg 1.9 mg 2.1 mg 1.4 2.5 mg 
 60.8 μg 181.8 μg 170.9 μg 48.0 μg 172.8 μg 163.2 μg 100 230 μg 

 0.6 μg 3.8 μg 3.5 μg 0.5 μg 3.7 μg 3.5 μg 1 15 μg 
 28.5μg 32.2 μg 32.3 μg 24.0 μg 29.0 μg 29.6 μg 10 55 μg 
 3.8 μg 7.2 μg 8.3 μg 3.2 μg 6.7 μg 8.0 μg 5 10 μg 
 d d d d d d 30 2250 ng 

 d d d d d d 0.3 5 μg 
a Nutritional Care of Preterm Infants. Scientific Basis and Practical Guidelines. S.Karger AG; 2021. 122: p430-49 
b AAP  
c 7  
d  
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6
CF 8%  8 8

CF 4%  
8

CF 8%  
g  2.6 4.6 4.5 4.3 5.4 5.2 5.0 

g  5.6 8.6 10.2 11.6 9.6 11.1 12.4 
g  11.7 12.3 12.5 12.6 12.3 12.5 12.6 

kcal  107.2 144.2 155.2 165.5 156.5 167.1 176.9 
 

b 
b c

6 6
CF 4%  

6
CF 8%  8 8

CF 4%  
8

CF 8%  
g  1.4 3.8 3.7 3.6 4.6 4.5 4.3 

g  5.6 8.6 10.2 11.6 9.6 11.1 12.4 
g  13.1 13.3 13.4 13.5 13.1 13.2 13.3 

kcal  108.0 144.8 155.8 166.1 157.0 167.5 177.3 
160 mL  
a Nutritional Care of Preterm Infants. Scientific Basis and Practical Guidelines. S.Karger AG; 2021. 122: p430-49 
b AAP  
c 7  
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 3 ; 2013. p212-3

100 120 kcal/kg/ NRN VLBW

3.9 4 g/kg/ 105 127 kcal/kg/

Cochrane Database Syst Rev. 2005; 4: CD001071 Ann Nutr Metab. 2011; 58 

Suppl 1: 8-18 AAP

3.5 4.5 g/kg/ 110 130 kcal/kg/  
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Int. 1999; 41:70-7 Nutrients 2023; 15, 2278
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g/kg/ 34

Pediatrics. 2012; 129: e298-304 Am J Obstet Gynecol. 2016; 215: 103.e1-14

34 0  

 

VLBW

34

34

34 0

 

 

7.R.2.1.2  

1.45 g/kg/

VLBW

HMS-1 HMS-2 9

NRN VLBW

Nutr Clin Pract. 2018; 33: 671-8 Am J Clin Nutr 2018;108:108-16



 

14 
 

 

VLBW

NRNJ 7

25% 10.42 g/kg/ 8

11.85 g/kg/ 8 1.43 g/kg/ 1.45 g/kg/

1000 g 10.4 g/kg/ 30

1366.2 g 11.85 g/kg/ 30 1426.9 g 30
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77.9% 60/77 68.6% 48/70 14
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22 0 433 g 24 5 722 g
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26 0  
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28 0  
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30 0  
31 6  

 
 3.9 

3/77  
20.0 
2/10  

5.6 
1/18  

0 
0/18  

0 
0/20  

0 
0/11  

 2.9 
2/70  

20.0 
1/5  

0 
0/14  

6.3 
1/16  

0 
0/21  

0 
0/14  
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10.0 
1/10  

5.6 
1/18  

0 
0/18  

0 
0/20  

0 
0/11  

 2.9 
2/70  

0 
0/5  
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0/14  

12.5 
2/16  
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0/21  
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0/14  

 
Bell Stage

 

 1.3 
1/77  
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1/10  

0 
0/18  

0 
0/18  
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0/20  
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0/11  

 0 
0/70  

0 
0/5  

0 
0/14  

0 
0/16  

0 
0/21  

0 
0/14  

 
 74.0 

57/77  
80.0 
8/10  

88.9 
16/18  

77.8 
14/18  

70.0 
14/20  

45.5 
5/11  

 64.3 
45/70  

60.0 
3/5  

92.9 
13/14  

87.5 
14/16  

38.1 
8/21  

50.0 
7/14  

 
 18.2 

14/77  
50.0 
5/10  

44.4 
8/18  

5.6 
1/18  

0 
0/20  

0 
0/11  

 17.1 
12/70  

60.0 
3/5  

42.9 
6/14  

18.8 
3/16  

0 
0/21  

0 
0/14  

% /  
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NRNJ VLBW

5% 7% 1% 17% NRNJ

VLBW 28% NRNJ

VLBW 29.2 1098 g

27.1 908.1g
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Breastfeed Med. 2016; 11: 70-4 J Pediatr. 2010; 156: 562-7  
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Textbook of Medicine 20th edition. W.B. Saunders Company; 1996: p546-9
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4.0 g/kg/ 105 127 kcal/kg/ NRN

160 mL/kg/ HMS-1 HMS-2

 

 

Breastfeed Med. 2016; 11: 70-4 J Pediatr. 2010; 156: 562-7  
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1500 g

Poster presented at Pediatric 

Academic Societies Meeting 2023 abstract #87 Cardiol Young. 2024; 11: 2491-4
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Poster presented at Pediatric 

Academic Societies Meeting 2023 abstract #87 Cardiol Young. 2024; 11: 2491-4
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