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Preparation and quality control of Bushen Yinao Dispersible Tablets
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Abstract: Objective To optimize the preparation technology of Bushen Yinao Dispersible Tablets (BYDT) and establish a method
for the quality control of BYDT. Methods The prescription of BYDT was optimized by single factor test with the disintegrating
time as index. The contents of psoralen and isopsoralen were determined by HPLC. The dissolution of BYDT was determined and
compared with other two preparations. Results PVPP was optimized as the disintegrants, MCC was optimized as the stuffing
bulking agents, the proportion of PVPP and MCC was 1 : 2.7, and 80% ethanol was optimized as adhesives. The concentration of
psoralen and isopsoralen showed a good linear relationship at the range of 4.2—52.5 and 4.6—57.5 pg/mL (r = 0.999 8),
respectively. The average recoveries of psoralen and isopsoralen were 98.89% with RSD of 0.53%; and 100.65% with RSD of
0.93%, respectively. The total content and dissolution of psoralen and isopsoralen had no significant differences among different
batches. BYDT had the higher dissolution speed and could reach the highest dissolution rate in vitro compared with the other
preparations. Conclusion This prescription of BYDT is reasonable and effective. The method is simple and accurate and could be
used for the quality control of BYDT.
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Table 1 Screening of stuffing bulking agents

BL il BRI /s ZiNIERE / (kgmm )
VEH 881 32
e ms 563 3.1
MCC 94 3.7
TR 628 5.1
T AT 349 3.7
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Table 2 Screening of adjuvant proportion

PVPP-MCC  JHfiRIsIA] /s Z5/7A80 / (kgrmm ?)
1:1 949 3.4
1:2 231 3.2
1:27 95 3.1
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Table 3 Screening of adhesives

IR JUFEISTE] /s 25/ (kg'mm )
K 1 845 33
80% 2.1 79 3.4
2%E R 2 1364 32
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Table 4 Investigation on granulating method
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Fig. 1 HPLC chromatograms of mixed reference substances (A), BYDT sample (B), and negative sample (C)
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Fig. 2 Dissolution curves of three batches of samples
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Fig. 3 Dissolution curves of psoralen and isopsoralen
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