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氯雷他定血药浓度的 ΗΠΛΧ荧光检测法及生物等效性研究
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摘要 目的  建立高效液相色谱法荧光检测血浆中氯雷他定含量的方法 以评价氯雷他定的相对生

物利用度 ∀方法  色谱柱为 ≤ 1  ≅   流动相为乙腈2水2冰醋酸2三乙胺ΒΒΒ1 流速为 

#
荧光检测器测定波长 Ε¬    Ε    ∀结果  °≤测定线性范围为 1 ∗  Λ#

最低定量

限 1 Λ#
方法回收率为   ∗   ∀人体生物利用度结果表明 实验片 !胶囊与对照片间的 ≤ Τ¬ Χ¬和

ΤΠΒ均无显著性差异 Π 1 两者的相对生物利用度分别为   ?  和   ?   ∀ ≤ 和 Χ¬经可信区

间法检验生物等效 ∀结论  种制剂生物等效 ∀

关键词 氯雷他定 生物利用度 荧光检测  °≤

√22 

3 ≤∏ ×     
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

≈
  ≥

≈
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
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 ∏ 
≈

 × 

∏ ∏     


≈

 ±  1 Λ#

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  ×√∏

 ∏ 

∏∏ √∏

Ματεριαλσ ανδ µετηοδσ

Χηεµιχαλ ανδ ρεαγεντσ    

∏      

°∏ ≤ 

Π≥≥2∏ °∏ ≤

 ƒ∏

   ≥ √ °∏

≤

°≤ 

ƒ∏  ≤ ∏∏

≥

  Χηροµατογραπηιχ χονδιτιον  × ° °≤

 ∏   ƒ ≥∏ ∏

 ×      2≤

  ≅ 1  ⁄  Λ ∏ × 

   ¬∏  22 

2ΒΒΒ1 2

# 


 ×      

 Ε¬    Ε         

 ≥  

  Χλινιχαλ στυδψ  ×∏ 

     √∏ 

 ≅   ∏  ¬×

      ∏  ×

√∏ √  

 ∏ ≅   ∏

 ×     

 

∏∏ ∂∏

 ∏1 
1 1  1  1       

 ∏   ×   

∏  #


  

   ε 

Ταβλε 1  Βαλανχεδ 3 ≅ 3 Λατιν σθυαρε δεσιγν

∂∏ ƒ ≥ ×

  × ×

 × × 

≤ ×  ×

⁄ × × 

∞  × ×

ƒ ×  ×

  × ×

 × × 

 ×  ×

 × × 

  × ×

 ×  ×

  × ×

 × × 

 ×  ×

° × × 

±  × ×

 ×  ×

≥  × ×

× × × 

 ×  ×

∂ × × 

•  × ×

÷ ×  ×

    ×  ∞¬  × 

∞¬∏

  Σαµ πλε πρεπαρατιον   √∏  

  ∏∏ ¬

 Λ∏  #
 

1 ∏ ∏  #
 

 1      ν2¬ ×

√¬  ∏

   # 


  × 

∏√       

∏∏√  

 ε ∏    ×∏ 

∏  Λ    

∏  #
 Λ∏

 °≤ 

Ρεσυλτσ

1  Σεπαρατιον



   ∏ ∏  

  

1   1 √ ƒ∏   ×

    √ 

## 药学学报 °∏≥    



  ¬ √ ×

∏ 1 Λ#


 ≥  

ƒ∏  ≤    

Λ#
   

∏∏  2≤ ∏ 

   22  2
ΒΒΒ1

2  Χαλιβρατιον

× ∏√ √

  √   1 
1       Λ#


  × ∏√ 

  1   Λ# 

 

 Ψ 1  Ξ  1  ρ 1   ν

    Ψ      

      Ξ  

 √

3  Ρεχοϖερψ ανδ πρεχισιον

×∏√  

  √   ∏

  ¬√∏∏¬

  √    

   × √

     

∏ ∏√√∏ 

× 

  ×√∏ 



 

4  Χλινιχαλ αππλιχατιον

ƒ∏      

2 ∏√     

   ∏

√   

∏√√

Ταβλε 2  Ρεχοϖερψ ανδ πρεχισιον

≤

ΠΛ#

∏

√Π 



√Π 

 ≥⁄Π 

2 2

   ?   ?     

  ?   ?     

  ?   ?     

ο ) ο  τ ) τ 

ω ) ω ∏

ƒ∏   2∏√

  ×   

≤    Χ¬  Τ¬  ΤΠ Β   ×

∏     ∏ 

∏√ √

√    

√√ ∏

  ?     ?   √

Ταβλε 3  Πηαρµαχοκινετιχ παραµετερσ οφ λοραταδινε

φολλοωινγ οραλ αδ µινιστρατιον (20 µ γ ) οφ τηρεε

φορµ υλατιονστο 24 συβϕεχτσ (ξ ? σ)

°  × ×

≤   Π##  ?   ?   ? 

≤  ] Π##  ?   ?   ? 

Χ¬ΠΛ#  ?    ?    ?   

Τ¬Π   ?     ?     ?  

ΤΠΠ   ?     ?     ?  

∆ισχυσσιον

×   

√  √  °2°≤   

∏  × √ ∏

√∏  ∏ ∏

   

∏ ± 1 Λ#


    2 

##÷ ÷2ετ αλ⁄  ∏  °≤ ∏∏ √



∏    ∏2∏ ¬

√√ √ 

°≤ √

 ∏  

    ∏  √

ƒ∏√

 ∂    1    √

∏ ≅   ∏ 

 

×∏

√ √∏ ∏ 

 ¬ 

°  ≤≠°  °

⁄ ≤≠°⁄    √ √

√∏

Ρεφερενχεσ

≈   ≥  √ ⁄  ετ αλ

° √∏    ≥≤   

 ≈  Ευρ ϑ Χλιν Πηαρµαχολ

 31    

≈    ≤   ≤≤  ≥√ 2∏

    

√ ¬

∏  ∏  2∏≈  ϑ

Χηροµατογρ Β Βιοµεδ Αππλ 657    

≈ ∏°⁄  ∏ 

2 ∏   

∏√ ≈  ϑ Χηροµατογρ Β Βιοµεδ Σχι Αππλ

 755      

≈ ≥∏ƒ≤ ⁄⁄≥√∏

2    

    √ 

¬  ∏  ≈   ϑ

Χηροµατογρ Α 914      

≈ ⁄ ∏   °≤2  

 √  ¬  ∏

≈  Πηαρµαζιε  49    

≈    ⁄ ⁄ ∏  

 ∏ 2∏   χ2
∏∏  ∏  ≈   ϑ

Χηροµατογρ Α 679    

≈ ∏≠÷  ≠ ≤  ≤ ±  ετ αλ ∞∏√

∏2√√≈  Χηιν ϑ

Χλιν Πηαρµαχολ 中国临床药理学杂志  18 

   

## 药学学报 °∏≥    




