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The Quantification and Validation of Loxoprofen using
Near-infrared(NIR) Spectrum Method
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Abstract In this study, we used NIR spectrum method instead of conventional HPLC method to shorten the
analysis and manufacturing time of the loxoprofen products. Loxoprofen mixtures with other pharmaceutical
additives were prepared and evaluated by the NIR spectrometer and the HPLC system. Validation of both
methods was performed for specificity, accuracy and precision. NIR spectrometer method was validated and
revealed proper results for the in-process quality control in the pharmaceutical field. In conclusion, NIR
spectrometry can be replaced by HPLC method.
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[Fig. 2] The chromatogram of loxoprofen for the
specificity test
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[Table 2] The assay of loxoprofen sodium for the
accuracy test by HPLC

Test Area Assay(%)
Test 1 1067.9 98.1
Test 2 1188.6 101.5
Test 3 1270.6 101.8

mean 100.69

sd 1.07
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[Fig. 3] NIR original spectra for the specificity test
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[Table 3] The NIR result data of loxoprofen sodium
Data Result
Specificity R.T 5 min complies
Accuracy 100.69+1.07% complies
Coeff1c1er.1t of 0.986 (predicted) complies
correlation
Range 812 - 122.5% complies
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