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Quality Control and C linical Application of Xiaoke Zhinian C apsules

FAN Ben-q ian' , MA Kun’ (1. The First Teaching Hospital o f Tian jin University of TCM, Tian jin 300193, China; 2. Tian jin Shitian

Medicines Group Co. , Ltd. , Tianjn 300385, China)

ABSTRACT: OBJECTIVE To study the method of quality control and application of Xiaoke Zhmian capsules. METHODS The

Radix salviae miltiorrthizae in Xiaoke Zhinian capsules was distinguished by TLC. The Astragaloside IV was detem ined by HPLC-

ELSD. The clinical effect was observed in method of comparison. RESULTS The Radix salviae miltiorthizae could be distinguished

by TLC. Astragaloside IV showed good linear relationship in range of 0. 091 5 - 0.915 Uge HL™', r=0.999 5, the-average recovery

was 98.7% with RSD 1.29% . In patients with type-Il diabetes, the total efficiency rate was 86. 6% . CONCLUSION The methods

could be used in quantitative and qualitative detem ination exactly. The clinical effect was reliable.

KEY WORDS: Xiaoke Zhinian capsules; Astragaloside [V; HPLC-ELSD; type-1I diabetes

HPLC-ELSD

e softa corporation ( ELSD

Model 200) , Ezchrom Elite System Com ponent ; D101
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Model 2006B ; AG135
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6 g, 20 mL N 80%
60% , 2 h, s >
2, 20 mL, s R 0.5 mL
1 mge mL™ s
&4 »2005 VI B) ,
10 BL, 4 UL, G
, - - (8:5:0.8) s R R
3
3.1
: Irregular-H Cg (4.6 mm X250 mm, 20 Hm);
- (32:68); 10 KLL; ; 1
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3.2
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1.5 g , ,

50 mL, 4 h, ,
10 mL, N 3 s
20 mL, , 3, 20 mL,
s s 5 mL s s
D101 ( 1.5 cm, 11 cm), 50
mL , , 30% 50 mL , ,
70% 50 mL , . ,
2 mL s s 5
3.4
(0.915 mg* mL™')1.0,3.0,
5.0,7.0,10.0 mL, 10 mL , , ,

> >

(X) (V)
Y=0.674X-1.5362,7=0.999 5(n=5).
0.091 5 ~0.915 mge mL"' ,

3.5
, 6 10.0 HL,
, RSD=1.75%(n=6). s
3.6
, 6
, 10.0 BL s s RSD =1.88%
(n=6).
3.7
10.0 BL,
3.8
(0.667 5 mg* g ') 6
0.75 g, , 0.5 mL(
0.915 mg* mL"), )
10.0 BL,
) s )
1.
1
Tab 1 Recovery results of Astragaloside IV
RSD
/mg /mg /% /%
/mg /%
0.500 5 0.457 5 0.9521 98.7
0.500 6 0.457 5 0.947 1 97.6
0.501 2 0.457 5 0.950 0 98.1 98.7 1.29
0.500 3 0.457 5 0.956 9 99.8
0.500 8 0.457 5 0.946 4 97.4
0.500 9 0.457 5 0.961 1 100.6
© 464 Chin JMAP, 2008 October, Vol. 25 No. 5

3.9

2

Tab 2 Detem ination results of Astragaloside IV

/mge g RSD/%

20060430 0.689 0 1.23

20060331 0.655 6 1.45

20060338 0.668 7 1.33
4
4.1

; (
) ( ) ,
2 , 56
30 13, 16 32 ~65 (44.6 £
5.78) 1~7 (3.1 £0.53) ; 26,
12, 15 33 ~67 (45.321£6.62 )
; 1~8 (3.75 £0.61)
(P >0.05),
4.2
1. ,
) , 4-6 3
s s 150 mL, 2
2 1
4.3
( )
, ( FBG) < 6. 1
mmols L', 2 h <8.0 mmols L',

30% ; : , <7.0
mmols L', 20%, 2 h <10.1
mmole L', 20% ;

4.4
, 3,
(P <0.05). 4 ,
; (P<
0.01 \P <0.001), (P <0.05\P<0.01),
(P <0.05),
(P <0.05),
(P>0.05).
5
, , 74.66%%,
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3

Tab 3 Comparison of curative effect of two groups

/% 1% 1% /%
26.9 42.3 30.0 69.2
63.3 23.7 13.3 86.6")
D ,P <0.05
Note: ") Comparison of two groups, P <0.05
4
Tab4 Change of FBG and TG before /after treatment in two
group
FBG/mmol* L°' = TG/mmols L'
10.98 £2.07 6.34 0. 42
2 9.61 *0.77" 5.67 0. 41
3 8.58 £1.88%
11.16 £2.52 6.98 1.1
2 8.61 £1.082%  5.30 £0.43
3 6.89 *0.78%%
,V P'<0.05,2 P <0.01, P <0.001; ,YP<0.05

Note: Comparison of inner groups,” P <0.05,2 P<0.01,” P <0.001;

Comparison of among groups, ¥ P <0.05

> ° 5 >

- (32:68)
HPLC-ELSD

. o

HPLC-ELSD

N o
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