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Table 1. Application of Paddle and Rotating Basket Methods for
Conventional Capsules and Tablets in USP and Japan

Capsule Tablet
Method No. % No. %
USP Basket 78 609 123 325
Paddle 51 398 255 675
Total 129 378
Japan Basket 1 5.0 5 3.7
Paddle 19 950 131 963
Total 20 136

Table 2. Differences in Stirring Rate of Paddle and Rotating Basket
Methods between USP and Japan for Capsules and Tablets

Rotating basket Paddle

UspP Japan UsP Japan

rpm  No. % No. % rpm  No. % No. %
Capsule 50 7 90 0 00 50 36 706 17 895
75 0 00 0 00 75 12 235 1 53
100 71 910 1 100.0 100 3 59 1 5.3
Total 78 100.0 1 100.0 Total 51 100.0 19 100.0
Tablet 50 12 98 1 200 50 178 69.8 121 924
75 1 08 0 00 b5 1 04 0 00
80 1 038 0 00 60 1 04 0 00
100 104 846 4 800 5 57 224 2 1.5
120 4 33 0 00 100 17 6.7 8 61
150 1 0.8 0 00 150 1 04 0 00
Total 123 100.0 5 100 Total 255 100.0 131 100.0

40 r ko=0.484 *0.031 (center)
ko = 0.577 *0.059 (2 mm)

30 | p<0.01

% Dissolved
N
o

10

o
O ! e,
.

20 40 60
Time {min)

Fig. 1. Dissolution of USP salicylic acid tablet by paddle at 50 rpm at pH 7.4
when the beakers were placed at the center or 2 mm from the center . Mean +SD



CPZ (5-100mg) CPZ (Y-100mg)
100 - 100 - . :
e
80 80 | é/f
k=] h= zif,/j
g 60 | .g 60 - %
[=]
o 40 - o 40
” {Q/ e 2 mm 2 w2 mm
20 | / e Center 20 |- ~a— Center
0 a»«mﬁi‘——‘—' 0
0 20 40 60 0 20 40 60
Time (min) Time (min)
CPZ (T-50mg) )
100 - v T T T RLLTLY 100 [ ©PZ (Y-50mg)
80 - -t
/
E>) o ;
2 2 60 |-
o [=]
g sz @ TN g 40 - p— 1 1111]
-e— Center 20 | e Genter
0 20 40 60 0 20 40 60
Time (min) Time {min)
CPZ (TS-25mg) CPZ (Y-25mg)
100 - 100 r
80 | . 80 |
- b=l
S s0 ¢ LA
5 a0 | a 40 |
& ® ; - Center
20 |
0 sesoce :
0 20 40 60 0 20 40 60
Time (min) Time (min)

Fig. 2. Dissolution of chlorpromazine hydrochloride tablet by paddle at 50 rpm in 900
ml of water when the beakers were placed at the center and at 2 mm from the center.
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Fig. 3. Individual dissolution of chlorpromazine hydrochloride from T-50 mg by
paddle at 50 rpm in 900 ml of water when the beakers were placed at the center and at

2 mm from the center.
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Fig. 4. Dissolution of ajimalin tablet by paddle at 50 rpm in 900 ml of water when the
beakers were placed at the center and at 2 mm from the center.




Talbe 3. Differences in dissolution of several tablets and USP calibrators
between two beakers No.4 and 6 by the paddle at 50rpm

Content Time % dissoived  Sign ®

Drug Source (mg) (min) Beaker 4 Beaker 6
Ajimaline Y 50 25 56.6 469 -
I 50 25 55.6 353 -
Chlorpromazine S 100 25 52.0 48.7 -
Y 100 25 57.2 528 -
T 50 15 60.5 282 -
Y 50 20 46.4 26.2 -
TS 25 40 39.1 31.0 -
Y 25 20 51.7 69.3 +
Salicylic acid USP 300 60 25.1 283 +
Prednisone USP 10 40 55.0 427 -

a) Significant difference between two beakers (p<0.05)

% Dissolved

80

50 -

30 |

20 +

10

USP Predonisone

'i:ueaumVessel 4-2mm

...... »-- Vessel 6 - Center

g VESSE] B - 2 MM
& Vessel 4 - Center

20

40 60

Time (min)

Fig. 5. Dissolution of prednisone tablet by
paddle at 50 rpm in 500 ml of water in
two different beakers placed exactly at the
center and the position deviated 2 mm
from the center. The acceptable limits
for USP predonisone calibrator (lot M):
23 — 42 % at 30 min,

+ All samples passed the USP
calibrator test

* Significant differences  in
dissolution at 30 min between
beakers 4 and 6 placed at the
center position, and between the
two positions for both beakers..



Beaker 4 Beaker 6

Irregularly-shaped cone Isosceles cone

Fig. 6. Cones of prednisone piled on the bottoms of two different beakers at
35 min after the start of dissolution tests

Talbe 4. Differences in dissolution of several tablets and USP
calibrators between two beakers No.4 and 6 placed at the position
deviated 2mm from the center by the paddle at 50rpm

Content Time % dissolved  Sign?
Drug Source (mg) (min) Beaker 4 Beaker 6
Ajimaline Y 50 25 46.1 542 +
50 25 483 772 +
S 100 25 57.0 57.4
Y 100 25 58.0 685 +
T
Y

Chiorpromazine

50 15 69.9 60.0 -
50 20 355 35.8

TS 25 40 51.0 521 +
Y 25 20 421 50.1 +
Salicylic acid usP 300 60 32.2 331 +
Prednisone USP 10 40 48.5 445 -

a) No significant difference between two beakers at p=0.05.
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