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The validated stability-indicating assay method for determination of bromocriptine
mesylate (BCT) in bulk and dosage forms. The method was achieved on Zorbax Eclipse XDB
column C18 column (Agilent®) with 4.6 x 150 mm dimension. The mobile phase consisted of
methanol and 20 mM sodium acetate in the ratio 70:30, v/v, pH 5.0 in isocratic elution at 1.5
ml/min and detected at wavelength 300 nm. In addition, the method was used to resolve the
drug from degradation products those obtained under various stress conditions. The drug was
subjected to stress conditions of hydrolysis (neutral, acid and alkaline), oxidation, moisture,
photolysis and thermal degradation. The drug in solution was found to degrade significantly in
alkaline hydrolysis and when exposed to sunlight. The chromatographic method was
optimized by using the samples generated from forced degradation studies. Good resolution
between the peaks corresponds to the analyte and degradants was observed. The proposed
method was validated with respect to specificity, linearity, accuracy, precision, limit of
detection (LOD), limit of quantitation (LOQ), stability, robustness and ruggedness as per ICH
guideline. The forced degradation studies were suggested the stability-indicating power of the
method. Then, the method was applicable to the determination of bromocriptine mesylate in
bulk and tablets. Currently, the method can use for stability testing also preparing stability
data for pharmaceutical registration.
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