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Simultaneous Determination of Valproate Sodium and Preservative in Sodium Valproate Oral Solution
by HPLC

LI Shuying, WANG Yingxin, LIU Ling, WU Xueping, WANG Wensheng, HE Shuwang(Shandong Dyne Marine
organism Pharmaceutical Co. Ltd., Rongcheng 264300, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for simultaneous determination of valproate sodium and antiseptic
in sodium valproate oral solution. METHODS Thermo Hypersil BDS C;g chromatographic column(250 mmx4.6 mm, 5 um)
was used. The isocratic elution was adopted, with the mobile phase composed of PBS (pH 2.3)-acetonitrile(63 : 37). The flow
rate was 1.0 mL-min"' and the detective wavelength was 210 and 254 nm. RESULTS The linear range of valproate sodium
was 0.99-2.92 mg-mL™" and the regression coefficient was 0.999 9. The recovery was 98.8%(RSD=0.5%). The linear range of
sodium methylparaben was 14.74-58.96 pg-mL™" and the regression coefficient was 0.999 9. The recovery was 100.8%
(RSD=0.4%). The linear range of sodium propylparaben was 10.21-20.41 pg-mL™" and the regression coefficient was 0.999 9.
The recovery was 101.1%(RSD=0.8%). CONCLUSION The method is simple, quick and reliable. It can be used for actual test
and quality control of sodium valproate oral solution.

KEY WORDS: valproate sodium; oral solution; preservative; sodium methylparaben; sodium propylparaben; content
determination; HPLC
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Fig. 1 HPLC chromatograms of specificity of preservatives
(sodium methylparaben and propylparaben sodium)
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Tab. 1 Results of recovery of sodium valproate(n=9)

/% N, fgE miE/ %@H RSD/

mg mg % WA /% %
160.17 159.06 99.31
80 160.09 158.26 98.86
160.01 160.35 100.21
200.20 200.28 100.04

100 200.30 200.28 99.99 99.8 0.5
200.10 200.70 100.30
240.10 239.86 99.90
120 240.10 239.64 99.81
239.85 239.54 99.87

2.6.2 FIAHEREY KB “2.4”7 TUFFRPIE
A AR 5.0 mL 35 15 4y, 251 E 100 mL £l
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Tab. 2 Results of recovery of sodium methylparaben(n=15)

MATAE Ass AR, [EkE, PR RSD/

N/ % mg mg % W 2/% %
2.01 2.03 100.90
40 2.01 2.03 101.21
2.01 2.02 100.51
3.02 3.06 101.36
60 3.02 3.04 100.73
3.02 3.04 100.81
4.02 4.07 101.17

80 4.02 4.05 100.75 100.8 0.4
4.02 4.05 100.78
5.03 5.06 100.58
100 5.03 5.08 100.91
5.03 5.11 101.57
6.03 6.04 100.18
120 6.03 6.04 100.09
6.03 6.05 100.29
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2.6.3 FRORTNBREN R 2 FRHCE IR T IR A HE i 2
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Tab. 3 Results of recovery of sodium propylparaben(n=12)

, Y P
% ﬁ”;\j‘ ” ij IR, RSD%
1.25 1.27 101.71
60 126 127 101.08
1.29 1.30 101.12
1.66 1.69 101.70
80 1.62 1.64 101.00
1.57 1.57 99.91
1.99 1.99 99.78 1011 08
100 2.01 2.04 101.53
2.05 2.05 100.12
2.43 2.47 101.85
120 2.40 2.44 101.80
2.42 2.46 101.59
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Tab 4 Results of sample determination(n=3)

2 2 H RN % 2K T B IR RN
MK &8y RSD/ &M/  RSD/  &h/  RSD/
mg-mL™' %  mg-mL™ %  mgmL™’ %

1505004 0.98 0.50 0.39 0.15 40.69 0.21
1505005 0.98 0.51 0.39 0.16 39.97 0.22
1505006 0.98 0.50 0.39 0.16 40.59 0.21
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