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Preparation of Losartan Potassium Tablets
TAN Qiao-ing ZHOU Xin SONG Hong-tao
Department of Pharmacy Fuzhou General Hospital of Nanjing Military Region Fuzhou 350025 China

Abstract  Objective To optimize prescriptions investigate preparation and coating technology and to de—
termine the best prescription for industrial production. Methods The singlefactor method was adopted for investiga—
ting the effect of the filling agent disintegrating agent and binding agent and coating solution on the average dis—
persing time of losartan potassium tablets followed by orthogonal experiments for further optimization. Results The
prescription of losartan potassium tablets involved 5% L-HPC as the disintegrating agent MCC and lactin as the
filling agent 5% PVPK,, alcohol-water mixed solution as the binding agent and 15% opadry as coating solution.
Conclusion Each index of the prescription of losartan potassium tablets meet requirewents. The technology is stable

and reliable.
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( PVPK;, )
85G ( ) o
2
2.1 ’ A
2.1.1 Agilent C;; (4.6 mm x
150 mm 5 wm) ;0. 01 mol/L (
2.5¢g 3.0¢g
2000 ml pH  7.0)-  (85:15) |
A B 1. | o
250 nm 10 wl.
1 3
( min) A(%) B( %)
0 80 20
10 40 60
11 80 20 i i} |
15 80 20
2.1.2 (1) 20 . . 1
( 1 HPLC
50 mg) 100 ml A
30 min 66.62 ~666.2 pg/ml
A 10 ml °
20 ml A 2.1.5
L (2) RSD 0.11 % o
A 98.0% ~102.0% RSD  0.007%
0.25 mg/ml o (3) ° 16 h
100 ml RSD 0.22 %.
A 30 min A 2.2
10 ml 2.2.1 { $2010
20 \ o ( ) XD 900 ml
2.1.3 . . 50 r/min 5.10.
15.20.30.45 min 10 ml
3000 1. 20 pg/ml
2.1.4 !
33.30 mg 25 ml A 20 pg/ml :
: 1.0.2.0.4.0.6.0.8. 0+ \ 2010 ()
10.0 ml 20 ml A Ve - 256 nm
2.1.1 o ( X) °
(Y) ) 2.2.2
10 mg 50 ml
Y =18 787X +19.218 r =0.9998 0.5
1.0.2.0.5.0.8.0 .10.0 ml 50 ml
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. 3 (x+sn=6)
10 ml 256 nm L-HPC (%) ( min)
(%) (Y) 2 15.3£0.20
5 10.6 +0.26
Y =0.027 28X +0.0039 r =0.9999 30 ~40 N 4 100
2.0 ~40.0 pg/ml .
2.2.3
4 (n=6)
RSD 0.06 % o
98.0% ~102.0% RSD  0.35% 1 e | ;
o MCC 9.0 3.0 0
2.3 . 80 o 0 6.0 9.0
(min)  16.1+0.25  10.80.32
80 20 60°C
2 h; 18 N
2.4 150 g
N N ; MCC
2 N N 1.3
0 2 0
2.4.1 - 2.4.4 ( )
HPC. ( CMS—Na) . ( PVPP)
( )
150 mg MCC PVPK,,5% . .-
1:1 30% 0.67% (1:1) 2% HPMC 10%
5%PVPK,, MCC 30% 0.67%
5% 30 ~40 N 5% L-HPC
2 100 o 30 ~40 N
2 (n=6) Se
( min) 5 (n=6)
CMSNa 16.8 +0.15 i)
LHPC 11.6+0.25
PVPP 10.2 £0.30 %PV H-8 =031
5% PVPK,, 6.8+0.15
L-HPC  PVPP 5%PVPKy, - (1:1) 6.2 £0.21
L-HPC 0 2% HPMC 8.3+0.26
2.4.2 10% 8.7+0.26
3. 5% L-HPC
2% 5% LHPC 5% PVPK,, 2% HPMC
o <10% 5%
2.4.3 PVPK,,
. 5%PVPK,, -

MCC
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2.4.5 9 (n=06)
MCC L-HPC; (%) ( min) ( min)
5% PVPK,, - ; 10 40 ~60 9.5 +0.26
MCC 15 28 ~32 9.0£0.21
N 20 18 ~23 8.8 +0.31
6.
Lo( 34) A;B, G,
7~9. > >
6 (100 ): 5.0 g 6.0 g MCC
3.0 ¢ L-HPCO.75 ¢ 0.1g 80
(5% PVPKy) (5% L-HPC) o MCC. 0.45 g L-HPC
(A) (B) (€ 80 20
MCC: 40% vse 3% 60°C 2 h: 18
20% 2% .0.30 g L-HPC .
e o 2.4.6
5 MCC: 20% 50, 1 4% 80°C
0% 1 50 t/min 2% ~3%
1o
7
A B C (‘min) w0
1 Al Bl cl 12.5 = . : :
2 Al B2 2 11.3 4 : e 0%
g .
3 Al B3 3 13.0 ® 0 20
4 A2 Bl 2 10.4 - 20 .
5 A2 B2 €3 10. 1 0, e N " - :
6 A2 B3 cl 8.3 t(nin)
7 A3 Bl 3 10.2 1 (n =6)
8 A3 B2 Cl 6.3 |
9 A3 B3 2 7.6
X, 12.267  11.033  9.033 ,
X, 9.600 9.233 9.767 ’
X, 8.033 9.633 11.100 15% . ’
R 4.234 1.800 2.067 2 4.7
g 3
r k i () 508 60 & MCC30
27.487 2 584.830  19.000  <0.05 o LHPCA. 5 g 3.0 g . 5% PVPK,,
5.360 2 114.043  19.000  <0.05 (1:1) ; 1.0 g 1000 .
6.587 2 140.149  19.000  <0.05 135G 15% )
0.05 2
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