No agglomeration

Steady fluidization High yield
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Designed structure Film-formation

High drug content
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Eartlcle N“'T“ber of Surface area Coated Coating applied
diameter particles per :
per gram diameter (mm) (%)

(mm) gram
4.000 23 1,154 4.020 1.2
2.000 184 2,308 2.020 2.3
1.000 1,469 4,615 1.020 4.7
0.500 11,753 9,231 0.520 9.6
0.250 94,024 18,462 0.270 20.0
0.125 752,191 36,923 0.145 43.1
0.074 3,625,458 62,370 0.094 80.7
0.044 17,246,461 104,895 0.064 159.8
0.022 137,971,690 209,790 0.042 458.3
0.011 1,103,773,517 419,580 0.031 1644.8

Density of particle: 1.30 g/cm3, Density of coating material: 1.00 g/cm3.
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Structure of cores to be coated

Carrier particle

Prepared by
( A, Tableting,
{7 Fluidized bed,

'A&' Dry powder-processing
ORI ED
(OO

Prepared by
Tableting, C. Drug crystal
Extrusion,
Agitating/Tumbling
fluidized bed

B. Agglomerate coagulated at random
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Short | Medium Long

SEM photographs of microagglomerates produced under the operating
conditions given in Table 5. (a) long, (b) middle and (c) short draft tube.
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Diclofenac sodium

 RATEES R EEDHER

SEEE . 50 7422100 um bl IS

3. BREHEZEDERF
B —E&EFIARAZEH 250 mg/5mL
RAEMIRAE 75 mg/day

SEEE . HA A B (£30%



Core:
calcium carbonate
32-44 um

Drug layer:

diclofenac sodium \
HPC-SSL
PEG 6000

Undercoat: |

38 um
84 um

Eudragit L30D-55
Triethyl citrate

71 um

Release-sustaining coat:
Eudragit RS-30D

leutyl cebacate Drug content: 32%
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