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Abstract A high performance liquid chromatographic HPLC method was developed for the

simultaneous determination of paracetamol caffeine and chlorphenamine maleate in Pediatric
Paracetamol and Amantadine Hydrochloride Granules. The separation was performed on a Dia-
monsil C,; column with 0. 1% triethylamine aqueous solution adjusted pH to 3.7 +0.5 and
acetonitrile as the mobile phase of gradient elution at a flow rate of 1. 0 mL/min. The detection
wavelengths were set at 280 nm and 210 nm. The linearities were wide 2.4 -60 0.14 -3.6
0.019 -0. 48 pg for paracetamol caffeine and chlorphenamine maleate respectively and the
average recoveries were not less than 99. 0%. The method is simple accurate and reproduci-
ble. It is a good method for the quality control of Pediatric Paracetamol and Amantadine Hydro-
chloride Granules.
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Table 1 Regression equations correlation coefficients
r and linear ranges of the three components
C R . . Linear
pH omponent egression equation r range/ g
Paracetamol A=0.1514 +9.2103C  0.9999 2.4 -60
Caffeine A =0.2942 +2.2898C  0.9999 0.14-3.6
Chlorphenamine A =0.0002 +0.2152C  0.9996 0.019 —-0.48
0.1% maleate
0.1% A peak area C mass pg.
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Fig. 2 Chromatograms of a a mixture of three
standard solutions and b a Pediatric

Paracetamol and Amantadine Hydrochlo-

ride Granule sample
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Table 2 Recoveries of the three components spiked in a sample
Component Background/mg Spiked/mg Found/mg Recovery/% Average recovery/%
Paracetamol 49.9503 40.0001 89.9104 99.9 99.8
49.5795 40. 0005 89.4998 99.8
49.7236 40. 0000 89. 6435 99.8
49.8130 50. 0000 99.9920 100. 4 100.2
49.4654 50. 0000 99.5654 100.2
49.4257 50.0002 99.4268 100.0
49.9106 60. 0000 109. 8506 99.9 99.9
49.7236 59.9995 109. 7240 100.0
49.9586 60.0001 109. 8987 99.9
Caffeine 2.9970 2.4768 5.4688 99.8 99.8
2.9748 2.4768 5.4468 99.8
2.9834 2.4768 5.4526 99.7
2.9888 3.0960 6.0817 99.9 99.9
2.9679 3.0960 6.0572 99.8
2.9655 3.0960 6.0580 99.9
2.9946 3.7152 6.6949 99.6 99.7
2.9834 3.7152 6. 6909 99.8
2.9975 3.7152 6.6975 99.6
Chlorphenamine maleate 0.3996 0.3274 0.7237 99.0 99.0
0.3966 0.3274 0.7204 98.9
0.3978 0.3274 0.7220 99.0
0.3985 0.4092 0.8041 99.1 99.1
0.3957 0.4092 0.8016 99.2
0.3954 0.4092 0. 8009 99.1
0.3993 0.4910 0.8856 99.0 99.1
0.3978 0.4910 0.8841 99.0
0.3997 0.4910 0. 8866 99.2
3
Table 3 Results of Pediatric Paracetamol and Amantadine Hydrochloride Granules by the two methods %
Paracetamol Caffeine Chlorphenamine maleate
Sample batch No.
This method Standard method This method Standard method This method Standard method
10031391 97.7 97.2 105.6 105.3 95.8 93.6
10031392 97.0 97.3 103.8 103.9 95.5 93.5
10031294 93.2 91.3 100.2 100.5 90.3 89.6
100216 99.3 99.0 96.2 95.8 93.2 91.3
100301 98.8 98.2 95.6 95.2 93.2 93.0
100303 98.2 98.3 96.2 96.5 91.6 91.0
20100202 98.8 98.1 100.2 100.0 90.7 90.0
20100203 99.5 99.8 100. 8 100.2 90.5 89.8
20100301 99.6 98.9 100. 4 100.0 93.5 92.6
The results are the percentage of labeled amount.
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