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Fig 1. Chromatograms of nifuratel and related compound in tablets
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Tab I Recovery test (n= 9)

Added Found Recovery Average recovery RSD
(t*g/ml)  (+g/ml) (%) (%) (%)

20. 60 20. 38 98. 93
20. 50 20. 40 99. 51
19. 60 19.71 100. 6
25.10 25.02 99. 70
.50 25.76 101. 0 99. 6 0. 76
24.70 24.43 98. 91
29.00 28. 69 98. 93
2.10 28. 87 99. 20
2.30 29.15 99. 49
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Tab 2. Assay of tablets (n= 3)

Labeled amount

Relative av erage bias

Batch No.

(%) (%)
20010401 97.24 0. 12
20010402 97.51 0. 20
20010403 97. 36 0. 29
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Determination of Nifuratel and Its Related Compounds
in Tablets by RP HPLC

LI Wei-Ling, WANG Jian-Song, HU Yu—/hu
Department of Analytical Chemistry, China Pharmaceutical University, Nanjing 210038, China

ABSTRACT AIM The purpose is to develop RP-HPLC method for the assay of nifuratel and its related
compounds in nifuratel tablets. METHODS Separation was performed on a Lichrospher Cis column. The
mobile phase consists of CHBOH* HO (45 55,v ). The flow rate was 1 ml /min. The UV detection was
set at 210 nm. RESULTS The excipient did not interfere with nifuratel. Nifuratel had a good linear relation
in the range of 1~ 300t ¢ /ml, the RSD was 0 76% , the average recovery was 99. 6% and the limit of
detection was 15. I ng/ml. CONCLUSION The method was simple, sensitive and rapid- It can be applied to
the determination of nifuratel and related compounds in nifuratl tablets.
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