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Quality analysis of sodium aescinate for injection

LI Miao YE Xiao —min SONG Min LI Juan FENG Yan -1i
HUANG Hui —fen LV Hua NIE Xiao — chun

( Wuhan Institute for food and Drug Control Wuhan 430012 China)

Abstract Objective: To evaluate the current quality situation and problems of sodium aescinate for injection by
testing and analyzing 150 batches of samples collected from drug manufacture and market all over China in
2010. Methods: To combine the legal test with exploratory research. To establish testing methods for assay related
substances and proportion of different isomers by HPLC as the supplement for the legal drug specification which is
short of testing items and methods; to research the efficacy and irritation of products with different proportion iso—
mers; to determine residues of organic solvents and macroporous adsorptive resin by GC; to determine water content
by Karl — Fisher method; to determine macromolecule impurities by gel chromatography and establish NIR spectrum
database as the foundation for instant test; to comply statistical analysis for the results of legal test and exploratory
research. Results: There are obvious differences between the results of legal test and exploratory research. Conclu—
sion: The results of exploratory research demonstrates that many defects exist in the legal drug specifications and a
series of exclusive accurate and sensitive methods should be established to fully control the quality of sodium aesci—
nate for injection.
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Fig 1 Structures of sodium aescinate
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Fig 2 Data scattering of all samples’ absorbance
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3000 ; Alltech ELSD - 2000

200402 - 100346;

TEDIA
Milli—
pore X 150
3.1.2
Phenomenex Luna(2) C (250
mm X4.6 mm 5 wm) 0.05% -
(64 36) 1.0 mL * min~'
Alltech ELSD -2000 g 1110 °C;
2.5 L min~'; R
36% 1 mL
2.5 mg 0
36%
1 mL 1.25 mg.
2.5 mg.5.0 mg o
A.B.C.D
A.B.C.D
A.B.
C.D ; A.B
C.D B «
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3.1.3 150
2.7% ~20.9% RSD
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0.79 ~4.39 RSD  30% ( 4)
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Fig3 The system chromatogram of samples -
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Fig4 The results scattering of exploratory research
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Fig 5 Total ion current chromatogram of LC — MS for sample

20M) (
2 min
15 C
250 C;

—
o

) ; 50 C

12 C 80 C
180 °C 2 min,
170 C 5

80 C 30 mino.

=
>
-

Fig 6

T
8 12 t/min

The system chromatograms of residues of organic solvents and

macroporous adsorptive resin
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Tab 1 The results of exploratory research

for residual solvents

( organic solvent)

( the number of corporations)

( styrene) 2
( methanol) 2
( xylene) 5
( chloroform) 5
( acetone) 7
( ethy] acetate) 10
( toluene) 11
( ethanol) 12
( 1 - hexane) 13
3.4
3.4.1
3.4.2 10
6.2% ~12.0%
3.5
3.5.1
N N o TSK
GEL 2000SWXL (
5800) UV(214 nm) \RI
3.5.2
UV.RI
3.6
3.6.1 Bruker
Matrix — F InGaAs
12000 ~ 4000 cm ™'
8 cm ™! 64 o
3.6.2
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