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Determination of Eight Components in Compound Dibazol and Hydrochlorothiazide Capsules by HPLC

CHEN Ding—xiongl , HUANG Shi—liang2 (1. Fujian Province Institute for Drug Control, Fuzhou 350001, China; 2. College
of Pharmacy, Fujian Medical University, Fuzhou 350004, China)

ABSTRACT: OBJECTIVE To establish a HPLC method for the simultaneous determination of eight components in compound
dibazol and hydrochlorothiazide capsules: hydrochlorothiazide , vitamin By, vitamin B,, guanoxan sulfate, dibazol,
chlordiazepoxide , chloroquine phosphate and promethazine hydrochloride. METHODS  The methanol-water (50 : 50) was used

as extraction solvent.The chromatographic analysis was carried out on a Ultimate XB-C;g column (4.6 mm X150 mm, 5 um) . The
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mobile phase consisted of methanol -5 mmol-L™' sodium heptanesulfonate solution-acetic acid glacial (55 : 45 : 0.25). The detection

wavelength was at 284 nm. RESULTS  The linear response ranges were: 30.2-151.0 mg-L™ for hydrochlorothiazide (r=0.999 8),

10.2-51.0 mg-L™" for vitamin Bg (»=1.000 0), 10.1-50.5 mg-L™" for vitamin B, (+=0.999 9),

(r=1.000 0), 99.8-499.0 mg-L"' for dibazol (=0.999 2),

20.1-100.5 mg-L"' for chlordiazepoxide (r=1.000 0),

12.1-60.5 mg-L™" for guanoxan sulfate
24.88-124.4 mg'L’

for chloroquine phosphate (+=1.000 0), 30.3-151.5 mg-L" for promethazine hydrochloride (+=1.000 0) respectively. The mean
recoveries(n=9) were 101.2% (RSD=1.4%) for hydrochlorothiazide, 102.2% (RSD=1.2%) for vitamin By, 100.5% (RSD=1.5%) for
vitamin By, 101.6%(RSD=1.5%) for guanoxan sulfate, 101.8% (RSD=1.1%) for dibazol, 99.3%(RSD=1.3%) for chlordiazepoxide,
101.5%(RSD=1.6%) for chloroquine phosphate, 101.7% (RSD=1.7%) for promethazine hydrochloride respectively. CONCLUSION

A satisfactory separation of eight components was obtained. This method is simple, quick, precise and accurate. This method is

suitable for the determination of the eight components in compound dibazol and hydrochlorothiazide capsules.

KEY WORDS: HPLC; hydrochlorothiazide; vitamin Bg; vitamin By;

phosphate; promethazine hydrochloride
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guanoxan sulfate; dibazol; chlordiazepoxide; chloroquine
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Tab.1 Result of sample determination(labelled amount%).
n=2, X*s

Lot No.
Component
20060906 20070402 20070407
Hydrochlorothiazide 100.65 100.25 100.37
Vitamin B 101.68 100.98 100.02
Vitamin B, 95.81 96.54 96.78
Guanoxan sulfate 96.33 97.25 97.08
Dibazol 99.95 100.21 100.12
Chlordiazepoxide 96.03 97.24 96.85
Chloroquine phosphate 92.65 93.65 93.42
Promethazine hydrochloride 99.05 100.35 100.01
1-hydrochlorothiazide
2-vitamin B,
3-vitamin B,
N o d-guanoxan sulfate
5 5 S-dibazol
G-chlordiazepoxide
A 7-chloroquine phosphate
8-promethazine hydrochloride
3 -
J\ 4 6 ]
VAN VAW AN
0 25 5 75 0 125 5
#/ min
7 5 !
B
Ll :
5 25 5 75 o 125 15
¢/ min
C
0 25 5 75 0 125 15
1/ min

Bl Z7EdaAEERE HPLC &1 F

A-RE XA B-HAM: C-2 A

Fig.l HPLC Chromatograms of eight components in
compound dibazol and hydrochlorothiazide capsules

A-mixture of reference substances; B-—sample; C-blank
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Tab.2 Results of regression equation, linear range and

correlation coefficients

Linear range

Component Regression equation gL r
Hydrochlorothiazide y=2.696X 10°%+1.224X10°  30.2~151.0  0.999 8
Vitamin By y=4.120X 10%+1.370X10*  102~51.0  1.000 0
Vitamin B, y=1.465X10°p+4.076 X10°  10.1~50.5  0.999 9

Guanoxan sulfate y=8.133 X 10°%p+7.450X 10> 12.1~60.5  1.000 0

Dibazol 1=5.828X10%+1.402X10°  99.8~499.0  0.999 2
Chlordiazepoxide y=6.477X10°p-3.267X10°  20.1~100.5 1.000 0
Chloroquine phosphate ¥=3.929X10*+3.306 X 10*  24.88~124.4 1.000 0

Promethazine hydrochloride ~ 1=9.823X10%-1.401 X10*  30.3~151.5 1.000 0

#3 FRREMIEL. EEMIRPEUESRIRS
n=6, X=ts

Tab.3 Results of stability, reproducibility and recovery. n=6,

X=+s
Component Stability ~ Reproducibility Recovery
RSD/% RSD/% +RSD%

Hydrochlorothiazide 0.6 0.8 101.2+1.4
Vitamin B¢ 03 0.6 102.2+0.9
Vitamin B, 1.1 1.3 100.5+1.5
Guanoxan sulfate 0.6 0.9 101.6£1.5
Dibazol 0.8 1.0 101.8+1.1
Chlordiazepoxide 0.6 0.7 99.3+1.3
Chloroquine phosphate 0.5 0.6 101.5+1.6
Promethazine hydrochloride 0.4 1.2 101.7+£1.7
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