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Keywords: pharmaceutical analysis, validation of analytical methods, extemporal prescriptions, chloramphenicol, acidum
boricum.

The validation of the analytical method of the quantitative determination of the doublebase medicinal form with chloramphenicol is
conducted. Investigated medicinal form is made in a pharmacy for emergency and most often used in different individual prescriptions.
The validation was carried out under the scheme which is resulted in the State Pharmacopoeia of Ukraine (SPU). Such parameters, as
range of application, specificity, linearity, repeatability, accuracy and reproducibility were studied in the conditions of two different
laboratories. It has allowed to come to conclusion about suitability of the given method for the decision of a task in view in the conditions
of drugstores and the state laboratories.

  
    

    ,
    ,   

 ,  
      
     

     
   

, ,  ,   
  , ,    
   , , .

      
     

 ,    
 .

    
      

 S  TT  T ,  , 
Sartorius  ( ).   

,    ,  
 ,     .
    

  (  achema a.s.  ),  
    , ur. Ph. ,   

 (    ),   
 .

   
      

     

          
 (  )    ( st)   

Cst.   Cx   
    

100
stA
iA

stC
iC

iY

     
 1    ( 0 1) 0    

    .

 . 0,0   (  )  
   100       

.     ,  0 
      , 

      100,0 . ,0  
       0 ,

      (   
 ).

  
     

    
      

   0  1 0  ( 0, , 100, 11 , 1 0
 1 ).       
    .  ,0  

       100 ,
      (   

 ).

2008



1092008

1  ,0     
     100 ,  

   .    
  .

     
      

         .
     

 .

      
 .     

      
   .   

    
      

  0  1 0  (  0, , 0, , 0  
  ).    

     . 
,0       

100 ,  0,0   ,  
    1 (0,  ), 
   0,1    

  .     
10,0     ,  

  ,   0,1   
    . 

   0,1    
 ,     

.     .
1  0,1      ,1
 .

   ,   0,1  
  100,0 ,     

,   .
     0,1

    0,0   
    0,1   
 ,    0,

   .
   .  

     ,  
   .

    
  ,    

   0  1 0    
(0,1 )        10
(    ±1 ).    

    
 ,     
 ,                                     ,

                          .
      

      ,  
                          ,  ,

                                             ,

                                  
                      .

      
 (   1)    
                          ,  

   0, 0, ,  
  ,    

 .
      

     . 
     

   1  
  ,      

   0, , 100, 11 , 1 0  
       

  (    
     ).    

     
  ( i).    
    

   .   
    , , . 

  
(   )  r (  

)      . .

1,00
06

Sb 0,01
-0,57

5,12
Sa 0,56

Srest 0,45

S o
2,71

r
0,99
98

c

0,99
24

 .

%8,4max As
54,1max

%5,0exc

71,2
)2%,95(

max%0 nt
AsRSD

9924,0cR
12,5a

0023,00V
%4,0396,0

5881,0
0023,0100

exc ,

axbY ii

restab SSaSb ,,,,

2008



110 4 49 , 2008

      
     
 (70 130%).

     
      
      

  15      
    8 .   

  . .
 

,
st=0,0200)

(X ) (Yi)

Zi=100(Yi/Xi) 
( st=0,5881)

1 0,0703 70,30% 0,413 70,23 99,89
2 0,413 70,23 99,89
3 0,410 69,72 99,17
4 0,0851 85,10% 0,496 84,34 99,11
5 0,498 84,68 99,51
6 0,500 85,02 99,91
7 0,100 100,00% 0,581 98,79 98,79
8 0,580 98,62 98,62
9 0,582 98,96 98,96

10 0,1152 115,20% 0,673 114,44 99,34
11 0,675 114,78 99,63
12 0,675 114,78 99,63
13 0,1300 130,00% 0,764 129,91 99,93
14 0,764 129,91 99,93
15 0,763 129,74 99,80

Z% 99,47
  , Sz% 0,45

   As% 0,79
     As% 4,80%

  -0,53
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