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Determination and Content Uniformity of
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A convenient high performance liquid chromatographic method was established for the quan-
titative determination and content uniformity test of aclatonium napadisilate preparation. This
method was more simple to make the sample solution for injection, and easy to determine the
content in the preparation. Aclatonium napadisilate was chromatographed using a Lichrosorb-
NH; column (4mm x 25 cm, and acetonitrile-water mixture (83:17) as an eluent at a flow
rate of 1.8 ml/min. RI-detector response was linear over a range of 0.5v2.0% aclatonium
napadisilate under above conditions. Reproducibility studies gave relative standard deviation -
of 1.29%.
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Figure 1 — Comparison of peak shape with mobile
phase.

Key: (A), acetonitrile: water = 88:12: (B), acetonitrile
swater = 83:17; (C), acetonitrile :
78:22

water =
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Figure 2 — Chromatogram of aclatonium
napadisilate.
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Figure 3 — Calibration curve for aclatonium
napadisilate.
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Table I — Reproducibility and Precision of HPLC.

RSD
(%)

Run (peak height)
1 2 3 4 5

Average Std.
Dev.

36.00 35.15 36.01 35.03 3550 35538 0.4599 1.29

Table Il ~ Recovery Data of Aclatonium Napadisilate.

Run (Content %) Average (%)
1 2 3 4 5
100.0 105.9 102.9 100.0 100.0 101. 76
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Figure 4 — Chromatogram of 5> marketed samples.
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Table I - Content  Uniformity of Aclatonium
Napadisilate Preparations.

1 100.0 105.9 102.9 100.0 100.0 101.75 2.05
100.0 102.9 102.9 100.0 102.9

2 941 100.0 88.2 9.2 912 9439 0.13
100.0 1029 3.2 941 941

3 1059 100.0 100.0 97.1 100.0 99.13 3.9
102.9 100.0 91.2 97.1 97.1

4 100.0 100.0 91.2 1059 97.1 100.31 525
97.1 97.1 105.9 108.8 100.0

5 102.9 941 97.1 97.1 941 97.06 4.16
105.9 941 9.1 941 97.1
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