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Quantitative determination of compound phenylpropanolamine hydrochloride sustained release capsules by
HPLC

LIU Jie' , HANG Tat Jun' , XIE Yin2(1 . Pharmaceutical analysis, China Pharmaceutical University, Nanjing 210009,
China)

ABSTRACT :OBJECTIVE To develop a RP- HPLC method for the determination of phenylpropanolamine hydrochloride and cle mas-
tine fumarate. METHOD The HPLC was performed on Cjg column with the mobile phases consisting of :methanol pH2 .5 phosphate
buffer 85: 15 and 70: 30 for assay of phenypropanolamine hydrochloride and cle mastine fumarate , respectively . The flow rate was 1 .
0 mL/ min. The UV detector was set at 215nm . RESULTS The recovery and reproducibility of the assay were excellent. And the
drug release of phenylpropanolamine hydrochloride were found to be more than.15 %~ 45 % 35 % ~ 65 % 55 % ~ 85 % and 75 % at
1,2,4,and8 hour respectively. CONCLUSION Two simple, sensitive, accurate, reproducible and rugged HPLC methods were
developed for the assay of a compound phenylpropanolamine hydrochloride extended- release capsules .

KEY WORDS :phenylpropanolamine hydrochloride ; cle mastine fumarate ;HPLC

, 1
SPD10A ( SHIMADZU CORPORA-
; , TION) , HS2000 (
, , ).
N N . >
995 % , >99 5%,
24 (USP24) ,
oDS PVP ,
( )75 .0 mg/ (0.3g) ;
- -10% - . )1 34mg/ (0.3g) .
(700: 300:14:3.5) . -2
pH7 0 (83:17). , 2.1
USP24 , , . pH25
, (2.04g 2mL 1 000mL ,
pH)- (85:15) ;
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Fig 1 Typical chromatogram of phenylpropanolamine hy-
drochloride
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Fig2 Typical chromatogram of cle mastine fumarate

tr =1 .465 min ,ty =1 .683 min, tgp =5.570 min
2.2
2,10,20,40,100, 200pg/ mL ,
1,5,10,20,50,100pg/ mL
, 20ul,
( A) (0 2 ~200pg/ mL
A =-0.921 x10*+ 1.581 x10* C,r=
0.9999, 1 ~100pg/ mL
A=0

148 x10* + 3.520x10* C,r=0.9999.
2.3

3, (2mol/L H,S0,) .
(2mal/ L NaOH) ( ~100°C) ,
( )
HPLC . : ,
2.4
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, ( )

( 5.36mg) 100mL
s N 20 min , S
s ,40001/ min S min,
2.0mL 50mL
20pL, , ;
12mg, , 100mL ,
2mL 10mL
20ul, , ;
13 .4mg, , 50mL s
> s 2mL  50mL R
1.
1 HPLC ( %)

Tab 1 = The results of HPLC analysis for compound phenyl-

propanolamine hydrochloride sustained release capsules( %)

20000420 97 .6 99 .3

20000425 101 .2 103.9

20000428 102.3 102 .8
2.5

s 80 % ,100 % ,120 %

N =99.6%(RSD=0.8%,n=
9), =100.8 %( RSD=0.9 %,
n=9).

2.6
« »2000 X D ),
s 500mL s 501/
min , ,  30min s SmL, 40001/ min
Smin, ;
; 20pL,
> 1 mL
2.68ug , ;
, 70 % , 1,2.,4 8h )
S5mL, R
I mL 30pg  150pg > 5
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1,2.,4 8h 15% ~45 % 35 %
~65%355%~85% 75% ,3
, 2.

Tab2 Release rate of phenylpropanolamine hydrochloride and

disolution rate of cle mastine fumarate of the tested capsule in

water
(h) 20000420 20000425 20000428 RSD( %)
0.5 84 .2 84.3 91 .8 4.4
1 36 .0 31 .2 32.5 2.5
2 571 50 .6 53.6 3.3
4 74 .2 72 .3 74 .8 1.3
8 85 .1 88 .7 84 .8 2.2
3
3.1

3.2

2000

000mL
8§mL,

(pH4.0)

5

(pH4.0) [

2 000mL

(3-10)22.0mL

>

{

»

20.0¢g, 1

pH

8.
4.0,
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