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Study of a potency value trangm ission method for reference standard
of andrographolide sulfonate E n X iyanping i jection
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Abstract Objective Andrographolide sulfonate E is one of them an constituents n X iyanping an njection m ade
fran andrographolide though sulfonating reactbn. A potency value transm issbn method for reference standard of an-
drographolide sulbnate E was established M ethods The parentcanpound andwgrapholide was selected as a dep-
uty reference substance Calibration curves of andwgrapholide and andrographolide sulfonate E were detem ined by
HPLC-UV and the sbpe ratb was defined as a calbratbn factor representing themole u ltraviolet absorption coeff+
cients ratio of the o substances Thus the potency valie of sulfonate E reference standard could be trangm itted by
the value of deputy reference substance combnng with the calbraton factor Results The calbraton factor is
2.2912 with RSD 1. 8 (n= 6).Conclusion The potency value of andrographolile sulfonate E reference standad
can be transm itted accurately to keep constant continuously
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Tab 1 Statistical results of calibration factor b etv een and rographolide sulfonate E and andrographolide

E

(' nstrum ent) ( cobmn) (calbrated equation of andrographolide sulfonate E ) ( calbrated equation of andrographolide )  (calbration facior)

A 1 Y= 838. 2 Y= 1. 925x 10°%X 2.300
2 Y= 89%. 4X Y= 2 074x 10°%X 2.314
B 1 Y= 905. 6X Y=2 012x 10X 2. 263
2 Y= 891 1IX Y=2 016x 10°%X 2.221
C 1 Y= 897. 1X Y= 2 073x 10°%X 2.310
2 Y= 932 9% Y=2 182x 10°%X 2.338
2.3 HPLC UV 225 m
2
, HPLC ( £2 m),
+2 i B 223 )
225 227 m E e
) 1. Y%
223 227 nm s E
2

Tab2 Effect of wavelength deviatbn on the calibration factor betw een and rographolide sulfonate E and andrographolide

('sbpe of calbrated equations (relative deviaton) Mo
) (wavelength) E (ratio of
(' instrum ent) ( colim n) 223 nm /25 nm 227 nm /225 nm
/nm (‘andrographolid e sulfonate E) ( and rographolide) slbpe)
A 1 223 893. 5 2069. 7 2.3164
225 838.2 1925. 2 2. 2968 0. 85 0. 43
227 901. 2 2078. 8 2. 3067
2 223 892. 1 2084. 5 2. 3366
225 896. 4 2074. 3 2.3140 0. 98 118
227 886. 8 2076. 4 2.3414
B 1 223 952. 5 2132 4 2. 2387
225 891. 1 216. 3 2. 2627 L 06 0. 63
227 993. 8 234. 6 2. 2485
2 223 910. 8 2045. 1 2. 2454
225 905. 6 2011. 6 2.2213 1. 08 1. 00
227 926. 3 2037. 9 2. 1991
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Tab 3 Accuracy validation of valie transm ission with andrographo lide as intem ediate reference substance

( content) img* mL~!

(LotNo ) ( nstnment) ( colunn) i I (relative deviation) Mo
20081112 A 1 0.812 0. 806 -0.70
2 0. 808 0. 801 - 0. 87
B 1 0.789 0. 799 1. 26
2 0.796 0. 802 0.75
20081114 A 1 0. 698 0. 693 0. 72
2 0. 664 0. 658 0. 90
B 1 0.658 0. 667 -1.37
2 0.654 0. 662 1. 22
| E ( calculated with andrographolide sulfonate E as standard)
I s ( calculatedw ith intem ed ate reference substance and calb ration factor)
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