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HPLC Determination of Five Active Substances in Rougan Capsule
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Medicine, Nanjing 210046, China)

[ Abstract] Objective: To establish a determination method for quality control of Rougan capsule. Method:
The contents of salvianolic acid B, curcumin, demethoxycurcumin and bisdemethoxycurcumin in Rougan capsule
were determined by HPLC-DAD. These compounds were analyzed with a Apollo C,; column (4. 6 mm x250 mm, 5
um) by gradient elution using 4% acetic acid-acetonitrile as the nobile phase, the flow rata wes 1.0 mL: min™*,
the column temperature was maintained at 30 and the wawelength wes detected at 286 and 426 nm. The content
of tauroursodeoxycholic acid in Rougan capsule was determined by HPLC-ELSD. It was analyzed with a Apollo C,,
column (4.6 mmx 250 mm, 5 ym) by isocratic elution using acetonitrile-acetic acid-ammonium acetate solution
(pH 4. 5) as the mobile phase, the flow rate was 0.8 ml: min ', the tenperature of the drift tube was set at 80
the pressure of nebulizing gas ( air) was at 35 psi, the temperature of the atomizer was at 36 . Result All these
compounds were linear in the range of 0. 148 0-1. 850, 0. 125 6-1. 570, 0.043 2-0.540 0, 0.033 6-0. 420 0 and
0.972 0-12. 15 pg (r=0.999 3-0.999 9), respectively. The RSDs of the precision, reproducibility and stability
test were less than 3% ; the average recovery of the method was in the range of 97. 8% -101. 7% . Conclusion: The

established method is simple, accurate, and repeatable and can be used for quality control of Rougan capsule.
[ Key words] Rougan capsule; salvianolic acid B; curcumin constituents; tauroursodexycholic acid; HPLC;
determination
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mmx 250 mm, 5 pm) ; (A)- -
B, (B)( , pH 4.5) ;
. (0 15 min, 30% 30% A) : 30
, 0.8 mL. min "; ELSD 80
35 psi, 36 10 yL( 1G-
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1 [3-4] )
5 22.1
[5-9] ’ B
HPLC-DAD : 25 mL ,
B , 1 mL B 370 pg 314
; HPLC-ELSD Mg 108 ug 84
Mg ;
, 2 mL, 10 mL : :
: 1 mL B74 ug 62.8 g
1 21.6 pg 16.8
1.1 Waters 2695 , Waters MO
2998 , Waters 2424 , , , 1 mL
, Empower’ ; ( BT125, 486 g
) ; KQ-250E 2.2.2 ,
: EPED ( , 0.5 g, , 50 mL ,
) 70% 25 mL, , ,
12 ( 0.49/ ); B 30 min, , . 70%
( 111562-201009) ( 110823-200603) , , , ., 0.45pum
( 110816-200507) , :
( ) ; 2.2.3 :
( A0087) ( A0088)
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)i ( , 10 pL,
); ( ) : 1 1 ,
2 , R >
2.1 1.5, B
2.1.1 HPLC-DAD Apollo C, (4.6
mMm x 250 mm, 5 um) ; (A)-4% 2.3
(B) ; (0 17 min, 20% 30% A, 17 23 2.3.1 HPLC-UV
min, 30% 55% A, 23 35 min,55% A 55% A) ; 2, 5,10, 15, 20, 25 pL,
30 ; 1 mk mn ; B 21.1 X
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1 HPLC
A B B ;C. D E F
G. ; H. |
1 B; 2. 3 4 5
(MO) : Y : 10puL, 212
, 6 , RSD
, 3 B B 1l 4%, 1.0%,
: 1 1.2%, 1.4%,
2.3.2 HPLC-ELSD 1.3% ,
2,5, 10, 25 0,
15,20,25 yL, 212 2,4,6,8,12,16,24 h :
X(Ho) , RSD
, , RSD
, 0.6%,2.2%,2. 7%, 2. 0% B
, , 1 RSD 16 h 3.7%, 12h 2. 0%
1 5 (n=6) ,
) LOD 24 h : B 12 h
/ug /g
B Y=128x10°X-3.50x10" 0999 01480 1.80 300 26 ( 20091120)
Y=8.65x10°X- 9.70x1¢" 0909 01256 1.50 250 6 222 |
Y=9.63x10°X- 5.51x10' 0.999 0.0432 0.500 110 10 pL, , 10 pL,
Y=118x10'X- 1.13x10° 0996 0.0836 0.400 08 5 B
Y=1MX+5.97 0993 09720 1215  97.2
2.4 10 pL, RSD 2.0%,0.96%,2.5%,2. 4%,
211 6 ; 1.1%
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2.7 ( 6 (n=6)
20091120)6 0.25 g, : 50 mL RSD
B /g /mg /mg /mg 1% 1% /%
0.2503 6.26 6.63 12.76  102.8
3.5,
0.2537 6.34 6.72 12.82 101.1
2.5,2.5,2.5 mL,
0.2550 6.38 6.67 12.85 101.8
( 6.5 mg) , 222 101.7 0.7
0.2554 6.39 6.76  12.89  100.8
, 2 6
0.2579 6.45 6.81 13.04 101.4
2 B (n=6)
0.2581 6.45 6.90 13.18 102.1
RSD
/g /mg / mg /mg /% 1% /%
0.250 3 1.355 1.30 2.64 99.2 28 3 ’ 2.2.2
0.2537 1.373 1.30 2.66 9.4 2 10 pL,
0.2550 1.380 1.30 2.65 98.1 7
99.4 0.9 '
0.2554 1.382 1.30 2.67 99. 4
7 B
0.2579 1.396 1.30 2.69 99.9
0.2581 1.397 1.30 2.70 100.6 (n=2) mg/
B
3 (n=6)
20091203 2.60 1. 59 0.52 0.41 10. 78
RSD
/g /mg /' mg /mg 1% 1% 1% 20100324 2.40 1. 45 0. 47 0. 37 11. 23
0.2503 0.817 0.785 1.580  97.2 20100408  2.79 1.66 0.54 0. 43 13. 45
0.2537 0.828 0.78 1.593 97.5
0.2550 0.832 0.785 1.598 97.6 3
0.2554 0.834 0.78 1.600 97.6 7.8 0.6
0.2579 0.842 0.785 1.614  98.3 3.1 HPLC-DAD
0.2581 0.843 0.785 1.617 98.6 HPLC-ELSD B
DAD
4 (n=6)
RSD B
/g /mg / mg /mg /% 1% | %
0.250 3 0.265 0.270 0.528  97.3 1 1 ,
0.2537 0.269 0.270 0.530 96.7
0.2550 0.270 0.270 0.535 98.0 205 nm
98.0 0.9 ' '
0.2554 0.271 0.270 0.535 97.9
[ 10], HPLC-WV
0.2579 0.273 0.270 0.541  99.1
0.2581 0.274 0.270 0.541  98.8 '
, HPLC-ELSD
(n=6)
RSD 32
/g /mg / mg /mg 1% /% /%
0.250 3 0.210 0.210 0.423 101.4
0.2537 0.213 0.210 0.423 99.9 B
0.2550 0.214 0.210 0.427 101.3
101.6 1.2 -0. 1% -
0.2554 0.215 0.210 0.426 100.7
0.1% -4% , , 3
0.2579 0.217 0.210 0.432 102.6 5
0.2581 0.217 0.210 0.434 103.4
-4%
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