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Determ ination of Impurity of Y ifu Shuangshi C upsules by HPLC

CHEN Xin-ju, L1 Jia-ping, SUN Guo-quan, YU Hua (Instiute of Materia Medica of Jiangxi Pvincial, Nanchang 330029,
China)

ABSTRACT: OBJECTIVE To establish a method for the detem ination of impurity of Yifu Shuangshi capsules. METHODS
Lichrospher100 RP-8 column was used in HPLC with mobile phase of methanol-acetonitrile-0. 075 mol* L' potassium dihydrogen
phosphate-1.0 mol* L' citric acid monohydmate (30: 30: 36: 4). The detection wavelength was 254 nm. RESULTS ~ Impurities
could be separated from isonizid and rifampin in capsules. The average recoveries of quinoid rifampicin, rifampicin N-oxid and 3-
formylrifamycin were 98.88% ,100.14% and 97.08% , respectively. CONCLUSION This method is mpid, sensitive and accurnate. It
can be used of quality control of Yifu Shuangshi capsules.

KEY WORDS: Yifu Shuangshi capsules, isonizid, rifampin, im purity, HPLC

, 2
5 (4 2.1
) = « L« » Lichrospher100 RP-8 - -0.075
, « rw oy . mols L' -1.0 mol* L' (30:30:36: 4)
, , N 254 nm.
2005 2.2
2] . N- 3-
SV , ,
1 , , 1 1
Waters 600 , Waters 2996 M 1
( Waters ). Tab 1 State of separation
, R /min
2.4 0 1.08 291 400
6.6 18.8 1.05 316 500
(130496-200001, 99.0%),
7.6 1.96 0.999 106 700
(100578-200401, ) 8.6 3.60 1.08 1192000
(130413-200303, ), N- (130522- N- 11.0 5.17 1.06 475 700
200301, ), 3- SV(0414- 3- SV 20.3 11.37 1.33 521 000
8702, ), . 2.3
1863 , :2004AA273312

Tel: (0791)8100735 E-mail: jxchenxinju@ yahoo. com. cn

5 5

* 422 Chin JMAP, 2008 October, Vol. 25 No. 5 2008 10 25 5



WA S, 2808 (1 mols L") i (1 mol* L") 54k
(H,0, )RR S i IR 5, H 2066 1 e i, 70
LR AR R, 4Y R KRR 1 R T E A A
P, EAR T o AR RE B R H

0 AR RN R, 7E 2 moin 22 A7 AR/ I, FEA
EASTFREE R, WL L.

©
. &
<
~ o o
. w =]
E 21 2
el = %
% _é z
z >
z -
]

T T T 1 T T T 1
0 10 20 30 0 10 20 30
t/min t/min
B 1 & Tl % 5T 5 R il B 20 R I R £ 3% R 1 iR ) £

el

Fig1l HPLC chranatograns of mpurities and b lank accessories
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Tab 2 Repeatability detem nation result of inpurities
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Tab 3 Detem nation result of samples
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