( R 350001)
2.0~20.0 Bge mL™", 5.203 ~26.02 Hg* mL™", 0.982 ~4.910
Bge mL"', 14.94 ~74.70 Wge mL"' 7 0.999 9,0.999 9,
0.999 8,0.999 9. 98.4% ,RSD  0.84%; 100.2% ,RSD  1.02%;
99.4% ,RSD  1.82%; 97.8%,RSD  1.05%. 3 10 min 90%
:R927.1 B :1007-7693(2007) 03-0219-03

Study on the Dissolution Rate of Four Ingredients from " Paracetamol, Pseudoephedrine Hydrochloride,
Dextrom ethorphan Hydrobrom ide and Chlorphenam ine M aleate Orally Disintegrating Tablets"

WENG Shui-wang (Fujian Prvincial Institute for Dmug Contmwl, Fuziou 350001, China)

ABSTRACT: OBJECTIVE To study the dissolution rate in vitro of four ingredients from " paracetamol, pseudoephedrine hydrochlo-
ride, dextromethorphan hydrobrom ide and chlorphenam ine maleate orally disintegrating tablets". METHODS The small glass cup
method was used as the stirring element The solvent was water. The dissolution rate of paracetamol was detem ined by UV, and the
dissolution rate of dextromethorphan hydrobromide, pseudoephedrine hydrochloride and chlorphenamine maleate were detem ined by
HPLC. RESULTS The calibration cutves were linear in the range of 2.0 ~ 20.0 Mgs mL™' for paracetamol, r=0.999 98; 5.203
~26.02 Bge mL™' for dextromethorphan hydrobromide, r=0.999 9; 0.982 ~4.910 Kg* mL ' for chlophenamine maleate, r=
0.999 8; 14.94 ~ 74.70 Mg+ mL™" for pseudoephedrine hydrochloride, r=10.999 9, rmrspectively. The average recoveries were
98.4% with RSD 0.84% , 100.2% with RSD1.02% , 99.4% with RSD1.82%, 97.8% with RSD 1.05% for four above mentioned
components, mspectively. The average dissolution amounts of drug for three batches were above 90% in 10 min. CONCLUSION
The method is good for the dissolution detem ination of four ingredients in " paracetamol, pseudoephedrine hydrochloride, dextromethor
phan hydrobrom ide and chlorphenam ine maleate orally disintegrating tablets" .

KEY WORDS: " paracetamol; pseudoephedrine hydrochloride; dextromethorphan hydrobromide and chlorphenamine maleate orally
disintegrating tablets” ; paracetamol; dextromethorphan hydrobrom ide; chlomphenamine maleate; pseudoephedrine hydrochloride; dis-
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( 11237 - 9601, ).
, 040920.040921 . 040928 (
) . ,

2.1
2.1.1 (]

.0.1 mol+ L' .0.1 mol+ L'

>

0.1 mol L
mols L~
3 ,10 min
90%
2.1.2
R 50 r*

>

-1 1
,75 1+ min

min”' ,100 r* min”
, 10 min
R 90% ,
2.1.3 6
( 2000 XC ) s

mL !

s 50 r* min

S 1 mL

10 min

Hg ,

2.2

2.2.1

1 mL 6Hg

~400 nm )

243 nm Y 243 nm

2.2.2

50 mL R

mL 100 mL s
3,5,7,10 mL s s
243 nm , >

50 mL

> 5

6.25%x107°, r=0.999 98,
mL
2.2.3 ,

> , 1.
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243 nm

250

200

0.04998 g,
10. 0

L,

A =6.305Cx10° +
2.0~20.0 bge

1
Tab 1 Results of recovery for paracetam ol
RSD /%
/mg /mg /% ()
1 9.421 9.186 97.51
2 9.583 9.369 97.77
3 9.723 9.560 98.32
4 11.68 11.59 99.23
5 12.13 12.05 99.34 98. 4 0.84
6 12.45 12.39 99.52
7 14.01 13.63 97.29
8 14.48 14.18 97.93
9 14.63 14.43 98.63
2.2.4 040920
040921 .040928 3 ( 2005
XC ) s 250 mL s
50 r+ min"',10 min . , .
.3 2.
2
Tab 2 Results of dissolution of paracetamol in orally disintegra-
ting tablets
1% RSD /%
040920 96.0 2.45
040921 98.3 2.82
040928 97.6 1.97
2.3
2.3.1 : Luna 5 u SCX
100A (4.6 mm x 250 mm) ( phenomenex )
-0.05 mol* L' (68:32); :1.0 mL
. min"; 265 nm; 100 B L.
13 278,
3.5,
2.3.2
s s ImL
18 Hg. 3.5 g, 50
bg ,
2.3.3 ,
2.3.4 0.05203 g,
0. 00982 g,
0.14936 g 100 mL s s
s s s 5.0,10.0,15.0,
20.0,25.0 mL 50 mL s
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100 HL s 6.
, c(Hge mL™") , A 5
R , 3. Tab 5 Recoveries of three ingredients in orally disintegrating
3 tablets

Tab 3 Regrssion equation and linear range in orally disinte- /% RSD /%
grating tablets 100.2 1.02
99.4 1.82
' /Mge mL™' 97.8 1.05

A =10.22c¢+0.9563 0.9999 5.203 ~26.02 6

A =58.62c- 4.782
A =3.391¢c-1.208

0.9998 0.982~4.910
0.9999 14.94~74.70

2.3.5 ,
6 5 2,
5,15,10,45 min 5 5 mL(
5mL 37C ), >
[2]
v, el
C n=C n+—-2C (n-1)
V, i=1
VvV, —
Vv, —
4,
4

Tab 4 Test results of dissolution for three ingredients in diffe -

ent time
/ %
/m in
2 93.6 91.8 92.5
5 95.2 93.2 94.2
15 96.7 94.1 95.4
30 98.3 95.4 96.6
45 99.1 95.7 97.3
2.3.6 ;
, 6 , ,
RSD  0.38%), RSD
0.69%, RSD  0.48%,
2.3.17 ,
0,6,12,18,24 h , ,
RSD  0.67%, RSD  1.32%.
RSD  0.73%, 24 h
2.3.8 .
, 80%,
100% ,120% , 3, 9,
, 5.
2.3.8 . .
250 mL , 50 r* min"',10 min ,
, 040920.040921 . 040928
3 . .

2007 6 24 3

Tab 6 Results of dissolution of three ingredients in orally disin-

tegrating tablets

040920 RSD 040921 RSD 040928 RSD
/% /% /% /% /% /%

96.2 2.63 . 101.2 1.96 95.8 2.21
103.6 2.73 99.4 2.87 94.9 1.8
98.8 2.43 98.3 1.75 101.6 2.05

3.1 30 s y
3.2
.0.1 mol* L'
.0.1 mols L' , )
3.3
, HPLC
uv HPLC
3.4
, . ( SCX)
£ C18
[3-4]
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