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Deter mination of ephedrine hydrochloride in 0 .5 % ephedrine hydrochloride nasal drops

YIN Hur hong, LU Guo hong, LI Xiaoling ( Depart ment of Pharmacy ,.Renji Hospital , Shanghai Second Medical Uni-
versity, Shunghai 200001 , China)

ABSTRACT :OBJECTIVE = To develop a method for deter mination of ephedrine hydrochloride in nasal drops. METHOD Select the
better method by comparing acid base titration with polarimetry . RESULTS  The polarimetry was more suitable to analysis of
ephedrine hydrochloride . The assay was linear over the range of 2 .5-20mg/ mL( 7 =0.99998) . The average recovery was 100 .8 %
with the RSD=0.054 % .CONCLUSION The polarimetry is simple , rapid and accurate , which can be used for quantitative analysis
of 0.5 % ephedrine hydrochloride nasal drops .

KEY WORDS :polarimetry;-ephedrine hydrochloride ; nasal drops
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0.5% >
0.5g, ( )0.025¢,
0.76¢g 100mL . “
1
WZZ-1
0.5% :010827 ,011204,020108 ,
020806
2
2.1 : s
2.1.1 : s
L, >
0.070478 C- 0.000358 =a r=0.99998
1 (n=6)
Tab1 Optical rotation and the concentration of ephedrine hy-

drochloride( n = 6)

3

a(°) C( mg/ mL) a() C( mg/ mL)
0.172 2.491 0.703 10.00
0.355 5.000 1.055 15.00
0.531 7 .496 1.410 20.00
2.1.2 0.35,0.5,0.65¢
100mL g 5
s s 2.
2

Tab 2 Recovery of ephedrine hydrochloride by polarimetry

Tab 3 Recovery of ephedrine hydrochloride by acid base titra-
tion
RSD
( mg) (mL) (mL) (%) (%) (%)
62 .275 3.08 3.00 97 .40
61 .245 3.03 2.99 98 .68
62 .44 3.09 3.02 97 .73
100 .04 4.96 4.95 99 .80
105.007 5.20 5.22 100 .4 98 .78 1.27
100.00 4 .96 5.00 100 .81
125.04 6.19 6.09 98 .38
126 .01 6.23 6.07 97 .43
125 .65 6 .21 6.11 98 .39
2.3 : 020806 dl ,d2,d3
> 5 , 4.
4
Tab4 Resalt of precision test
dl d2 d3
103 .23 % 103 .34 % 103.25 %
102.78 % 102 .84 % 102.70 %
2.4 : 2.5¢g,
s 500mL ,
(C) 5,10,15,20,25.,30,35 , a

0.350,0.345,0.345,0.345,0.345,0 .345,0 .355 .

C( mg/ mL) ( %) RSD
3.502 100 .8
3.507 100 .8
3.504 100 .7
5.002 100..8
5.005 100 .8 100 .8 % 0.054 %
5.001 100 .8
6.504 100 .8
6.507 100.9
6.500 100 .8
2.2
100mL , , ,
, 10mL,
3, 2, 0.1mol/LNaOH

(F=0.9999) . 3.
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2.5 © 4 >
, 5.
5
Tab'5 ~The contents of ephedrine hydrochloride in samples
(%) (%)
010827 102.9 102.3
011204 100.8 100 .2
020108 101 .6 101 .1
020806 103 .2 102 .8
3
3.1 , 0.5%
3.2 )
0.5%
3.3 )
R 10~307C R s
20°C
34
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