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Scale — up Preparation Process and in Vitro Consistency Evaluation of Febuxostat Tablets
ZHANG Yu',LI Baoxid®
(1. Department of Pharmacy ,the First Affiliated Hospital of Liaoning University of Traditional Chinese Medicine ,Shenyang ,Liaoning ,China 110032 ;
2. Shanxi Pharmaceutical Vocational College , Taiyuan,Shanxi,China  030031)

Abstract: Objective

between the homemade preparation and the original preparation. Methods

To establish a scale — up preparation process of Febuxostat Tablets, and evaluate the in wvitro consistency
Through the fluidized bed granulation process, the
dissolution was determined according to the second method (paddle method) of dissolution and release determination method in the
Chinese Pharmacopoeia (Volume IV ,2020 Edition). The similarities between the homemade preparation and the original preparation
were evaluated by similarity factor (f;). Results The f, of prepared Febuxostat Tablets was in the range of 76 — 91, which was
greater than 50. Conclusion The fluidized bed granulation scale — up process is feasible, and the in vitro dissolution behavior of

the homemade preparation is consistent with that of the original preparation.
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Fig.1 HPLC chromatograms
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Tab.1 Results of the recovery test of Febuxostat Tablets(n =9)

x2 BWEIFSEAEFECUEIEM SR
Tab.2 Results of similarity evaluation between the homemade

preparation and the original preparation

- 58 (%)
P b
10 min 15min 20 min 30 min 45 min 60 min

2012404 37.72 56.61 64.50 80.93 90.16 97.76 76
2012405 37.68 57.58 66.17 82.80 91.28 98.55 84
2012406 38.00 58.63 66.92 82.95 91.93 98.84 91

8155 39.26 59.53 68.59 83.21 92.52 98.64

mANE(mg) MFET(mg) EOKE(%) X(%) RSD(%)

511. 44 511.56 100. 02
511.29 512.20 100. 18
510. 34 512.30 100. 38

1010. 01 1006. 21 99. 62

1009. 42 1004. 13 99. 48 99.94  0.29

1010.29 1007. 40 99.71

1206. 19 1207. 54 100. 11

1205. 84 1205. 61 99. 98

1206. 03 1205. 84 99.98
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