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Deter mination of sotalol hydrochloride and sodium chloride injection by HPLC

XU Guo bing( Anhui Institute for Drug Control, Hefei 230061 , China)

ABSTRACT :OBJECTIVE ' To establish a RP- HPLC method for the determination of sotalol hydrochloride and sodium chloride injec-

tion. METHOD  Sotalol hydrochloride could be separated by the mobile phase of methanol- water acetic acidthylamine (17:87: 0 .11

©0.13) . The flow rate was 1 .0mL/ min. The UV detector was set at'228nm .RESULTS A good linearity was over the concentra-

tion range of 9 .27 ~ 92 .7pg/ mL. The average recovery was 100.6 % . The RSD for reproducibility was 1.7 % . CONCLUSION

This method is accurate , simple and reliable .
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2.2
0.08g, O0.lmol/L Na OH
50mL, 2h, 0.1 mol/ L HCl
pH
3
3.1
, ImL 92 .7ug >
3mL, 25mL s
3.2
3.0mL, 200mL
3.3
1.0,2.0,4.0,6.0,10.0mL,
10mL s >
20pL, ) >
A s C(png/ mL) >
A=12432.5+49 846.2C,r=0.9998(n=5).
, 9.27 =92 .7ug/ mL(r=20.
9998) , 0.185 4 ~1 .854pg
3.4
: 6.,
s RSD=0.44%.
3.5
6 , >
, RSD=0:83%.
3.6
2h ,
, 10h. X 10h
RSD=0.98 % .
3.7
80,100,120 %,
80,100,120 %
s 1. 99 .22 % ,RSD =
0.37% .
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1
Tab 1 Recovery of the assay
RSD
('mg) ( mg) (%) (%) ( %)
80 % 8.22 8.20 99 .76
8 .30 8.23 99 .16
8.02 7.93 98 .88
100 % 9 .86 9 .80 99 .39
10.33 10.24 99 .13 99 .22 0.37
10.38 10.36 99 .81
120 % 12.75 12 .64 99 .14
11 .88 11.74 98 .82
12.72 12 .58 98 .90
3.8
5 ImL
12png ,
> 12pg
20uL,
s 100.7,104.4,105.8,101.
1,95.7%.
4
4.1 s
4.2 , R
- - - (17:87:0.11:0.13) ; :1 mL/ min;
:228nm,
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