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Discriminatory dissolution method development of roxithromycin tablets

GUAN Yu-jing', JIANG Jian-hua?
1. Suzhou Industrial Park Center for Food and Drug Administration, Suzhou 215021, China
2. Suzhou Yuanchuang Pharmaceutical Research Co., Ltd, Suzhou 215021, China

Abstract: Objective To study the dissolution curves of Roxithromycin Tablets and determine the discriminatory method of
dissolution test. Methods The stability and solubility of Roxithromycin in different pH solutions were measured, the dissolution
curves of two self-prepared preparations and reference preparation in four different pH dissolution media were determined, and the
similarity was investigated according to the f, factor method. Results Roxithromycin has a good stability in pH6.8 and pH7.4
phosphate buffer solution within 8 hours. The dissolution curves were similar between self-prepared Roxithromycin Tablet A and
reference preparation in four different media, the dissolution curves were not similar between self-prepared Roxithromycin Tablet B
and reference preparation in pH6.8 phosphate buffer solution. Conclusion The discriminatory dissolution method was established
using paddle method, 75 r/min rotation speed, and 900 mL pH6.8 phosphate buffer solution, the method can be used as a quality
control test and consistency evaluation.
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W 112.0 mL A, FIKFRESE 1 000
mL, 73 pH6.8 BMRER 22 X 0.2 mol/L PR —
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Table 1 Stability of roxithromycin in different pH solutions
e I & H% .
it 0h 1h 2h 4h 8h RSD/%
1.0 100.0 15.3 — — — —
45 100.0 96.9 92.3 89.3 — 5.02
5.5 100.0 99.7 98.6 94.2 90.6 4.23
6.8 100.0 99.2 99.7 99.1 98.9 0.46
7.4 100.0 99.5 99.6 99.3 99.1 0.34
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Table 2  Solubility of roxithromycin in different pH
solutions

HH pH e AY YR (mg-mLT)
4.5 TSR Sh 2 Pl 25.3
5.5 TR b 2 i vk 5.1
6.8 IR R 2 PR 1.8
7.4 IR SRS P 0.3
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Table 3 The dissolution of roxithromycin tablets in four dissolution media

B/ %

NS AN N
#rihirJipH Fri 5 min 10 min 15 min 30 min 45 min 60 min f2
HHIA 85.3 96.7 98.9 99.3 99.1 99.5 —
4.5 BB 80.2 93.6 97.9 98.5 98.7 98.3 —
% 85.8 94.2 96.7 99.6 99.5 99.1 —
HHIA 75.8 85.2 90.6 95.7 99.3 99.2 —
55 BB 69.9 80.3 90.2 96.7 98.9 98.7 —
% 70.9 87.6 91.5 96.2 99.6 99.4 —
HHIA 48.2 64.5 73.9 82.7 90.2 92.7 69
6.8 BB 325 43.6 50.7 70.2 79.9 82.1 46
% 439 61.3 66.8 80.1 86.7 90.9 —
HHIA 27.2 42.1 49.9 69.6 77.7 83.7 73
7.4 BB 20.6 35.7 42.6 55.9 63.3 66.7 59
Zt 23.9 38.2 46.6 65.3 75.1 81.9 —
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