. ( S 570314)
( )
0.2 ~1.2pg,
0.999 9; 96 .8 %, 1.2%(n=5). , , ,
( )5 ; ; ;
:R943 .3 ;R926 ‘B :1007-7693(2004) 06-0502-03

Study on quality control standard for Guanhuang ganmao granules(non sucrose)

ZHANG Yarr qiu ,LIANG Qr bing ( Pharmaceutical Institute o f Hainan Province , Haikou 570314 , China)

ABSTRACT :OBJECTIVE To establish a method for quality control of Guanhuang ganmao granules( nomrsucrose) . METHOD The

Herba Clerodendri Cyrtophylli and chlorphenamine’ maleate in granules were identified by TLC. The content of chlorphenamine
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maleate in gradules was determined by HPLC.RESULTS The assay for chlorphenamine maleate showed a good linearity in range of
0.2~1 .2png( r=0.9999) . The average recovery was 96 .8 % and RSD was 1 .2 %( n=5) . CONCLUSION The method is simple,
convenient , rapid, accurate and relable and it can be used to control the quality of Guanhuang ganmao granules( nomsucrose) .

KEY WORDS :Guanhuang ganmao granules( nomrsucrose) ; Herba Clerodendri Cyrt()phylli; chlorphena mine maleate ; TLC; HPLC
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HPLC . . . N

1 . “2.1 .07 8ulL
LCGI10A ,SPD10AV s G ) - (50: 50
( 3g) Y , 10 min

Gio > >

2.2

2 22.1 : Puritex Cig

2.1 (200mm>x4.6mm,5Sum) ; : -0.5%

2.1.1 3g, , 30mL, = (600: 400: 1) ; 1 mL/ min;

30 min, , , 15mL , 210nm!*, ,
s 20,20mL v |, A s . 20mL,
1 mL s ] 1. 1.5,
4g, 60mL, 20 min , A 20mL, 3500,
s s I mL 4g 2.2.2
25mg, 50mL s s s
R 2mL, 50mL N , ,
3 8uL, G s
- (8:3) s R A A 10 %
a a
A 8 C
A J -ML A L J .
2 4 6 8 il F 4 6 8 19 2 4 6 8 10
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1 HPLC

Fig1 HPLC chromatograms of Guanhuang ganmao granules

A. (chlorphenamine maleate reference substance) , B. (sample without chlorphenamine maleate) C.

(sample) ,a. (chlorphenamine maleate)

2.2.3 25 mg 4 042 947 ,5 034 938 ,5 966 572, A C
S50mL , s s , A=54017.2+99117.2C, r=
1,2,4,5,6mL, 50mL s 0.999 9, 10 ~60pg/ mL(0.2 ~
20uL, 1 030 950,2 035 775, 1 .2pg)
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2.24

R 0.5¢g,
N 15mL, 10 min,
, 10mL , >
0.25mL , s 6 20,20 ,20,

10,10,10mL, >

> > >

R 4 SmL,
25mL s s , 0.45pm
, HPLC

2.2.5 (
020602) 5, , )

92.1 %,91 .4%,93.4%,90.2%,92.2% RSD=1.
1%,
2.2.6

5 s :2 035 775,2 067 592,

2 050 792 ,2 034 324 ,2 008 573 ,RSD=1.1 %

2.2.7 ( 020603)
0.,4,6,8,12h , ,1 794 438 ,1
760 925 ,1 772 021 ,1 730 139 ,1' 749 678 ,RSD =1 .4 %,

12h
2.2.8 , (0.842
mg/ g) ( :020602)5 , 5,
2g N 2.0 mg 5 )
s 1.

1 (n=35)

Tab 1 Results of recovery test of chlorphenamine maleate ( 12 =35)
RSD

( mg) ( mg) (mg) (%) (%) (%)

1.70 2.0 3.63 96 .5

1.71 2. 3.66 97 .5

1.72 2.0 3.69 98 .5 96 .8 1.2

1.70 2.0 3.61 95.5

1.73 2.0 3.65 96 .0
2.2.9

20pL, s s
10 2,

2 (n=3)
Tab 2 Determination results of samples( n =3)
(%) (%)
020601 92 .2 020606 91 .3
020602 91 .9 020607 89 .8
020603 88 .8 020608 88 .5
020604 91 .1 020609 91 .7
020605 89 .3 020610 88 .9
3
3.1 )
s TLC
3.2
HPLC g
pH 9 A
, 30 %,
96 % R >
3.3 3¢, 2.775mg/
10 ( 2 88 .5 % ~
92.2% R >
80 % ~120 %
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