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Study on the Stability of Fuke Zhidai Capsule

XIE Yuanchun', ZHENG Lin*, LI Yongjun®, LIU Li’na’, YUAN Ye'(1.Dept. of Pharmacy, the People’s Hospital
of Chongqing Yubei District, Chongqing 401120, China; 2.School of Pharmacy, Guizhou Medical University,
Guiyang 550004, China)

ABSTRACT OBIJECTIVE: To study the stability of Fuke zhidai capsule at accelerated testing and room temperature. METHODS :
HPLC was conducted to determine the content of berberine hydrochloride in the preparation: the column was Diamonsil Cis with
mobile phase of B methanol -0.7% triethylamine (pH adjusted to 3 by phosphate) (50: 50, V/V) at a flow rate of 1 ml/min; detec-
tion wavelength was 265 nm, with a column temperature at 45 °C, and the injection volume was 5 pul; its moisture, disintegration
time, accelerated stability and long-term stability were studied according to the 2015 edition of Chinese Pharmacopoeia. RE-
SULTS: The linear range of berberine hydrochloride was 0.0217-0.1736 mg/ml(»=0.999 9); RSDs of precision, stability and re-
producibility tests were lower than 2% ; recovery was 97.24%-101.73% (RSD=1.72% ,n=6). CONCLUSIONS : The moisture, dis-

integration time, accelerated stability and long-term stability were all in line with the quality standards.
KEYWORDS Fuke zhidai capsule; Berberine hydrochloride; Accelerated testing; Long-term testing; Stability
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Fig1 HPLC chromatograms
A.reference substance; B.test sample; C.negative control; 1.berberine hy-

drochloride
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Tab 1 Results of recovery test(n=06)

H M A, Jifs, MEFRC FIEER RSD,
. g mg mg 2, % £, % %
0.1256 44287 44250 8.805 1 98.90
0.1267 44674 44250 8.8054 98.02
0.1247 4399 44250 87227 97.74

98.97 172
0.1271 44815 44250 89836 101.73
0.1242 43193 44250 8.6825 97.4
0.1259 44392 44250 88730 100.20

®2 MEREMREER
Tab 2 Results of accelerated testing

s BASAE 0/ A I 1M M 6
20120901 K, % 465 47 443 437 448
AR, min 20 18 19 19 18
A mg/k 1745 17.63 172 17.08 17.11
20020006 K4 % 476 466 452 441 438
R mn 19 19 18 18 19
Bl mg/ki 17.02 16.66 1634 1623 1616
0003 K5 % 459 466 443 418 410
B min 19 20 18 19 2
A mg/hi 17.70 1755 17.20 1732 1710
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Tab 3 Results of long-term testing

RS WANH VMR 6N M A 1H U
2012001 KA % 461 467 474 481 49 4B
FRHE,mn 20 18 18 17 19 2
B m/ki 1727 1752 1720 17.00 1717 1714
20120906 KA % 481 47 485 494 498 49
R min 18 2 19 20 18 20
A8 mg/k 1691 16.56 16.52 16.26 1625 1638
0120913 KM% 461 470 481 484 496 489
R min 18 18 19 17 19 18
it mg/fi 1728 17.15 1724 17.09 172 1
3 itig
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