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Preparation of Omeprazole Enteric Capsules

by Encapsulating Enteric-coated Pellets
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Abstract  Objective To develop omeprazole enteric—coated pellet capsules. Methods Omeprazole enteric—
coated pellets were prepared with airHflow coating apparatus by coating blank pellets with the medicine layer insu—
lation layer and enteric layer. The formulation composition and process factors were optimized. Omeprazole enteric
capsules were conformed by encapsulating enteric—coated pellets into hard gelatin capsules. Results The medicine
layer coating solution was made by mixing omeprazole HPMC( 5 mPa ¢ s) anhydrous sodium carbonate Tween—
80 and methylsilicone oil with water. Anhydrous sodium carbonate was used as the alkaline adjustment agent of
the insulation layer. EUDRAGIT® 130D-55 was used as the enteric coating material. The cumulative release of
three batches of omeprazole enteric-ecoated pellet capsules in artificial intestinal solution within 45 min was
(98.0+£1.2) % (95.3+4.0) % and (94.3 £1.8) % respectively. Conclusion This method is feasible for
preparation of omeprazole enteric capsules by encapsulating enteric-ecoated pellets able to obtain good repeatability

and stable quality.
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HJ480-GC ( 5 ml 0. 25 mol /L
); ZRS-6 ( 1 ml :
) o ( 20 mg 100 ml 10 ml
) ( 199. 1% -
: 0709002) ; ( 0.235 mol/L (5:4)
1.0 mm ) 5 ml 50 ml
( ) ; 5 ml 0.25
( HPMC 5 mPa * s mol /L, I ml .
) 80( Tween-80 20 ul o
) ( 80% o
) ( 2.1.4 ’
) ( ) (20 mg/ ) { »2010 ( ) XD
EUDRAGIT® L30D-55 ( o
) (TEC ( l g 3.5 ml
) ( ) o 500 ml) 500 ml : 37C
100 r/min 2 h
2
( pH11.0)
2.1 100 ml 20 ml
2.1.1 33 : Sepax Amethyst C ;- (pH 11.0) 60 ml
H( 150 mm x4.6 mm 5 pm) ; :0.01 mol /L (pH 11.0)
( pH 7.6) - 5ml 50 ml
(70:30) ; : 1. 0 ml/min; 1 30°C; o 20 mg
20 pl; 302 nm; 100 ml 20 ml
2000, (pH 11.0) 60 ml (pH
2.1.2 11.0) 5 ml 50 ml
20 mg 100 ml 20 ml o
(pH 11.0) 60 ml 20 pl
(pH 11.0) o 90% -
0.1.0.25.0.5.1.0.1.5.2.0 ml 2.2
10 ml 2.2.1
2.01.5.02.10.05.20. 10.30. 15.40. 20 pg/ml ( HPMC 5 mPa ° s)
o (A)
(C pg/ml) : 80
A =45.842 C -1.3677 r =0.9999
2.01 ~40.20 pg/ml
o o 1 kg
2.1.3 33 o 50°C [:0.2
(20 mg/ ) { »2010 ( ) mPa I[:0.05 mPa :36 ~40°C
XD o 3.0 ml/mins,
( lg 3.5ml
500 ml) 500 ml 1 37°C HPMC (A) . (B)
100 r/min 2 h 37°C 80( C)
0.235 mol /L 400 ml ( )
20 ml . 3 Ly(3%)
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1 2.
1
A(%) B( %) C(%)
1 1 2 0.5
2 3 4 1.0
3 5 6 1.5
2
A(%)  B(%) (%) (%)
1 1 1 1 74.78
2 1 2 2 83.20
3 1 3 3 90.21
4 2 1 2 76.17
5 2 2 3 87.76
6 2 3 1 82.11
7 3 1 3 93.21
8 3 2 1 87.17
9 3 3 2 97.45
K, 82.73 81.39 81.35
K, 82.01 86.04 85.61
Ky 92.61 89.92 90.39
R 10. 60 8.53 9.04
2 3
A C B A
. HPMC
HPMC .
A;B,C, : HPMC
5% 6% 80 1.5%
3
F P
A 210.417 2 27.712 <0.05
B 109. 614 2 14.436
C 122.725 2 16.163
7.59 2
CF o052 =19.0
3
94. 7%

95.4% 95. 8%

2.2.2 EUDRAGIT® 130D-55

15% ;

0.8%
4% o
EUDRAGIT® 1.30D-55
80
6 o
o :50%C [:0.2 mPa
II:0.05 mPa 136 ~40°C
:10.0 ml/min.
20%
60 min; 25%
100 min 120 min
; 30%
120 min
95.6% ; 40% 45 min
(70.7%) .
30% o
2.2.3
HPMC
5% o
1 %
o 50°C [:0.2 mPa
[[:0.05 mPa 136 ~40C
:6.0 ml/min. 7.5% +10.0% -
12.5% 2.2.2
30 % -
(pH 4)
7.5%
10.0%
o 10.0%
2.3
2.2
10% 30% -
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(20 mg/ ) . 3 2.1.3 HPMC 5%
1, 3
78
45 min (98.0 £1.2) %
(95.3+4.0) % .(94.3 +1.8) % . .
(3.121.1)% (3.2 %1.0) % .(3.0 Il
0.9) % . 30%
29. 5% EUDRAGIT® 130D-55
100 o — o .
80
2 . = 080306
o 080312 8
;E'“J ® 080309
20 °
0&‘ _! 20 30 40 a0
t{min)
1 3
3
I
pKa 4 2006 28(3) :246-248
(pH 10) ( )
pH 10, 2008 11(1):54-55
2008 17(22) 12829
; 7. 2006 3(8) :79-80 87
1.5h ( ) S .
o 2010. 10404041
’ J 2005 36(7):993998
80
. 2007 4(24) 102403
J 2005 9 (7) :493
( :2010-04-08; :2011-03-30)
( )

HPMC



