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Determination of Related Substance in Diclofenac Potassium Raw Material by HPLC
LI Wei-ling(Guangzhou Institute for Drug Control, Guangzhou 510160, China)

ABSTRACT OBIJECTIVE: To develop the method for the determination of related substance in diclofenac potassium raw materi-
al. METHODS: HPLC was adopted. The determination was performed on Ultimate Cis column with mobile phase consisted of meth-
anol-4% acetic acid solution (65:35) at the flow rate of 1 ml/min. The detection wavelength was set at 254 nm. RESULTS: The
linear range of diclofenac potassium were 0.205 3-51.335 0 pg/ml (»=0.999 9, n=5). The lowest detection limit was 1.54 ng.

CONCLUSIONS: The method is simple, sensitive and suitable for the determination of related substance in diclofenac potassium

raw material.
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Fig1 HPLC chromatograms of system suitability test

1. impurity; 2. diclofenac potassium
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Fig2 HPLC chromatograms of destroyed test

A.samples destroyed by acid; B.samples destroyed by alkali; C.samples
destroyed by oxidation; D.samples destroyed by high temperature; E.sam-
ples destroyed by high light; 1. diclofenac potassium
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Fig 3 Separation effect of chromatographic column 1
1. impurity I ;2. impurity II ;3. diclofenac potassium;4. impurity Il
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1. diclofenac potassium
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