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Abstract

A high performance liquid chromatographic (HPLC) procedure for determining tolperisone
hydrochloride and lidocaine hydrochioride has been developed. The chromatographic system used
consisted of a Spherisorb ODS column (250 mm x 4.60 mm. i. d.) with the eluates being
measured simultaneously by using an ultravio-let spectrophotometric detector at 240 nm. The
optimum chromatographic conditions were investigated. A solvent system of 5.5% triethylamine in
acetonitrile : water (70:30, v/v) was found to be appropriate mobile phase at an optimum flow rate
of 0.7ml/min. The detection limits for tolperisone hydrochloride and lidocaine hydrochloride were
0.01 and 0.20 ng respectively. Linear calibration curves over the ranges of 1-10, 10-100 and 150-500
ppm for tolperisone hydrochloride and 10-500 ppm for lidocaine hydrochloride were established.
The percentage relative standard deviations were 1.78% for tolperisone hydrochloride and
1.02% for lidocaine hydrochloride. The percentage recoveries of tolperisone hydrochloride and
lidocaine hydrochloride were 95.51 and 108.26% respectively. The proposed method has been
applied to the determination of tolperisone hydrochloride and / or lidocaine hydrochloride in
pharmaceutical preparations, namely : Mydocalm tablets and Mydocalm and Docaine drugs for
injection. The percentage labelied amounts of tolperisone hydrochloride in Mydocalm tablets



and Mydocalm for injection were 98.87 1.55% and 89.53 = 0.66% and the percentage labelled
amounts of lidocaine hydrochloride in Mydocalm and Docaine for injection were 629920 +
1.09% and 97.30 T+ 0.58% respectively, Comparative determinations of tolperisone hydrochloride
by ultraviolet spectrophotomeiry and lidocaine hydro-chioride by colorimetry were also carried
out. The results obtained by both methods were significantly different from the proposed method.
The HPLC method was considered to be superior to the ultraviolet spectrophoto-metric and
colorimetric methods in that it was less time-consuming, more sensitive, more specific, more

accurate and more reproducible.



