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Study on the Prepared Technology of Ursodeoxycholic Acid Soft Capsules

70U Huasheng, LIU Xinhong,ZHONG Jie ,ZHOU Tingting( Zhejiang Jiuxu Pharmaceutical Co. ,ltd. ,Jinhua 321016, China)

ABSTRACT :OBJECTIVE To study the preparation technology of ursodeoxycholic acid soft capsules. METHODS  With using
different formulation and process, the ursodeoxycholic acid soft capsules were prepared, then the best were selected in the pilot
preparation. RESULTS By mixing ursodeoxycholic acid and soybean oil and beeswax at 80 “C and preparing at room temperature.
The formulations and process was reasonable. The finished product was stable. CONCLUSION  This prepared technology is

compatible with industrialisation.
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100.2% ,RSD =0.35% (n =9) ,

2.3 HIFLEOR

2.3.1 KGImELBIRE  BUE LS IHER 10 g, 4
SIIAS T E A8 0 0, BRI AT DS TR B AR
EVE A TESE . S5 KREMHE A 1: 208 A H
Xof 5 L sl I AR M L (R MR T R
2.3.2 WEMEEARERE TR BRI R A
FEVIER R F 5, RIKAAN F = Ha/Ho, Ha 2y
B — 7 B (AT TC R 19 1 B, Ho SRRV 43 H0RH 1)
J bty e B, AR R R R b A, TR BB T
Bl R A RS 1, e e FH i v B . Ay
HIHCAE L ERRR 15 ¢ 5 30 ¢ KGR A,80 CT
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Tab1 Results of the turbid dangerous liquid stability

WM/ 2hFf§ 3hF{i 12hF{§ 48hF{H
0.25 0.84 0.76 0.71 0. 66
0.50 0.92 0.88 0.82 0.79
0.75 0.95 0.93 0.91 0.87
1.00 0.99 0.99 0.98 0.96
1.25 0.99 0.99 0.98 0.97
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Tab 2 Three batches in the pilot scale’s quality tested(n =3)

s E e HfEATBR/min - /%
20080201 +4.9% 8 99.8
20080202 +4.8% 8 101.2
20080203 +4.8% 8 100. 8
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