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Preparation of pantoprazole sodium enteric-coated pellets-type tablets
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Abstract: This study is to prepare the pantoprazole sodium enteric-coated tablet which is compacted by
pellets. The enteric-coated pantoprazole sodium pellets were prepared by fluid bed coating technology. The
pantoprazole sodium enteric-coated tablets were prepared by direct compression of the enteric-coated pellets and
suitable excipients. In vitro dissolution method and scanning electron microscope method were used for the
observation of the drug release behavior before and after compression of the pellets. The optimized formulation
is: the coating level is 55%, the plasticizer content is 20%, the ratio of Eudragit L30D-55/NE30D is 8 : 2, enteric-
coated pellets/excipients (MCC/PPVP/PEG 6000=2 : 1 : 1) is 5 . 5, the enteric-coated tablets release in artificial

gastric fluid in 2 h is less than 10%, while in artificial intestinal fluid in 1 h is more than 85%. The release

behavior of pantoprazole sodium enteric-coated pellets-type tablet is quite well. And it may be used in industrial

production.
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Table 1 Stability of pantoprazole sodium in different pH media.

SGF: Simulated gastric fluid; SIF: Simulated intestine fluid; PBS:
Phosphate buffered solution

Pantoprazole sodium /%

Solution
0 1h 2h 4h 8h 12h 24 h
SGF 100 70.19 51.62 3025 1498 5.89 0
PBS

pH25 100 83.27 69.34 4089 2584 19.50 12.56
pHS5.0 100 86.72 73.09 47.18 3223 28.65 21.68
pH5.8 100 92.56 8420 62.87 48.62 4090 175
pH7.4 100 100 99.89 9837 98.20 96.12 89.66
SIF 100 99.87 9931 96.87 90.83 82.13 68.93
Water 100 100 100.09 99.97 100.04 96.14 90.36
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Figure 1 The effect of Eudragit L30D-55/NE30D ratio on drug
release behavior. Pellets size: 0.30 — 0.45 mm. Coating level:
55%. n=3, x+s. Coating level = (W, — W)/Wy, Wy: pellets
before coating; W,: pellets after coating
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Figure 2 The effect of coating level on drug release. Pellets
size: 0.30 — 0.45 mm, Eudragit L30D-55 /NE30D: 8 : 2. n=3,
xX*s
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Figure 3 Influence of the ratio of plasticizer on the accumulated
drug release of the pellets after compression. Pellets size: 0.30 —
0.45 mm. Eudragit L30D-55/NE30D: 8 : 2. Coating level: 55%.
n=6, xts
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Table 2 Formulation of the tablets. Al — A6: Formulation of
the tablets

Formulation
Al A2 A3 A4 A5 A6
PAZ-Na pellets 250 250 250 250 250 250

Composition

MCC 125 125 125 125 125 125
Lac 50 62.5 100
PPVP 62.5 125 62.5

PEG 6000 50 62.5 100

L-HPC 25 25 25
Talcum/% 0.1 0.1 0.1 0.1 0.1 0.1
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Figure 4 Influence of the composition of the excipients on the
accumulated drug release from the tablets in simulated gastric
fluid (pH 2.0, SGF) and simulated intestine fluid (pH 6.8, SIF).
Pellets sizes: 0.3 — 0.45 mm. Eudragit L30D-55/NE30D: 8§ : 2.
Coating level: 55%
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Figure 5 Influence of the ratio of the excipients (MCC/PPVP/
PEG 6000) on the accumulated drug release from tablets in SGF
and SIF. Pellets sizes: 0.3 — 0.45 mm. Eudragit L30D-55/
NE30D: 80/20. Coating level: 55%
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Figure 6 SEM image of pellets: (a) 0.3—0.45mm uncompressed pellets, x100; (b, ¢) 0.3—0.45 mm compressed pellets, b-50x, c-350x;
(d) 0.45—0.6 mm uncompressed pellets, x350; (e, f) 0.45-0.6 mm compressed pellets, e-25x, f-x230
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Figure 7 The release of PAZ-Na pellet-type tablets
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