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+ + +  

 
 

JAN  
 

Fexofenadine Hydrochloride JAN  
 

 

 
 

 

 
C32H39NO4 HCl 
538.12 

 
2-(4-{(1RS)-1-Hydroxy-4-[4-(hydroxydiphenylmethyl)piperidin-1-yl]butyl}phenyl)-2- 
methylpropanoic acid monohydrochloride 

 
(±)-4-[1-Hydroxy-4-[4-(Hydroxydiphenylmethyl)-1-piperidinyl]butyl]- , - 
dimethylbenzeneacetic acid hydrochloride  
terfenadine carboxylate hydrochloride 

CAS  
153439-40-8 
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(1) 30mg  

    

 40 1  
75 5%RH 6  PTP   

 

 

40  3   
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60 Lux hr  25    
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60 Lux hr  25    
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1  

1 30mg  
( 18 11 24

1124004 )  

   
   50rpm pH1.2 pH4.0 pH6.8  
   100rpm pH4.0 
  12  

 30mg 60mg

 
 

pH1.2,50rpm

  

pH4.0,50rpm 

 
pH6.8,50rpm

  

,50rpm 

 
pH4.0,100rpm  
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2 60mg  
( 18 11 24

1124004 )  

   
   50rpm pH1.2 pH4.0 pH6.8  
   100rpm pH1.2 
  12  

 60mg 1 100rpm
pH 1.2
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pH6.8,50rpm
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30 80
 

30mg 95 96  
60mg 90 95  

 
 

 
 

 
 

 
 

 
 

 
 

 



9 
 

 
 

 

 
1 60mg 1 2  

7 12 1 30mg 1 2
12 1 60mg 1 2  
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-1-(3)  

 
 

1) 30mg  
( 18 11 24

1124004 )  
30mg

60mg
 

2) 60mg  
( 9 12 22 487

18 11 24 1124004 )  
60mg

60mg
AUC Cmax 90%

log(0.80) log(1.25)
 

 
  

AUC0 24 
ng hr/mL

Cmax
ng/mL  

Tmax 
hr  

t1/2 
hr  

60mg  1651±536 277.4±131.6 2.0±1.4 4.93±0.81 

 
60mg  1718±773 279.5±138.1 1.9±0.9 4.62±0.93 

Mean±S.D., n=35  

 
AUC Cmax 
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30mg   100 10 ×10  
60mg   100 10 ×10 100  

   140 14 ×10 500 10 ×50  

 
PTP   

  

 
30 60 OD 60  

 

  

 
1996 3 11  

 
   

30mg 2013 2 15  22500AMX00141000
60mg 2013 2 15  22500AMX00142000

 
2013 6 21  
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 HOT 9   
  

 
30mg 

 
122518102 4490023F2160 622251801 

 
60mg 

 
122519802 4490023F1164 622251901 
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1) 
2) 
3) 
4) 
5) C-3871
6)

 
C-311  

 

 

 
 

 

FDA  
 

( ) -10.  
(1) 

 
 

(2)  
 

  
FDA Pregnancy Category C 2007 7  

 
An Australian categorization of risk of drug use in pregnancy  B2 2010 7  

 
 

FDA Pregnancy Category 
C  Either studies in animals have revealed adverse effects on the fetus (teratogenic or 

embryocidal or other) and there are no controlled studies in women or studies in 
women and animals are not available. Drugs should be given only if the potential 
benefit justifies the potential risk to the fetus. 

An Australian categorization of risk of drug use in pregnancy  
B2  Drugs which have been taken by only a limited number of pregnant women and 

womenof childbearing age, without an increase in the frequency of malformation or 
other direct or indirect harmful effects on the human fetus having been 
observed.Studies in animals are inadequate or may be lacking, but available data 
show no evidence of an increased occurrence of fetal damage. 
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