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The Effect of Sodium Alginate Coating on the Storage Stability and
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ABSTRACT-Lansoprazole, pharmaceutics for acid-related diseases, is unstable in low pH environments and generally coated
with enteric polymer to obtain gastroresistance in stomach. Because its storage stability is influenced by acidic substitutes of
enteric polymer, alkaline chemicals were generally added to dosage form as a stabilizer. In this experience, we coated lan-
soprazole bead with sodium alginate and evaluated the effect of bead size and sodium alginate coating on the storage stability
and dissolution profile of lansoprazole. Sodium alginate solution containing lansoprazole was sprayed as a droplet into 3%
(w/v) CaCl, solution and the resultant bead was coated with starch, sodium alginate, and hydroxypropyl methylcellulose
phthalate. The content of lansoprazole granule not coated with sodium alginate decreased to 57.96% of initial content when
stored at a severe condition for 4 weeks, but that of lansoprazole granule coated with sodium alginate before enteric coating
decreased little and as the thickness of sodium alginate film increased, the content of bead didn't decreased for 4 weeks.
Sodium alginate film also improved the gastroresistance without much influencing the maximum dissolution rate.

Key words—Lansoprazole, Sodium Alginate, Enteric Coating, Bead Size, Storage Stability, Dissolution Profile,

Gastroresistance.
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Figure 1-Schematic diagram of the core bead preparation.
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Table I-Coating processes of lansoprazole bead

A program of coating process

Batch

.
LSP-1 corebead HPS E HPS
LSP-2 corebead HPS SA E HPS
LSP-3 corebead HPS E SA HPS

HPS: hydroxypropyl starch coating, SA: sodium alginate coating, E:
enteric coating

Table II-The weight of coated materials. Each %-value is the
proportion of the weight of the weight of coated materials to
that of beads
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Figure 2-FE-SEM photographs of bead cross-section and surface (a) surface of inner starch layer, (b) cross-section of inner starch layer,
(c) surface of sodium alginate layer, (d) cross-section of sodium alginate bead.
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