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Evaluation of enteric — coated drug products by dissolution profiles in different mediums

JIAN Xiao —na' > JIANG Xue —hua'" WANG Ling'

(1. West China School of Pharmacy Sichuan University Chengdu Sichuan 610041 P. R. China;2. Diao Group Chengdu Pharmaceutical
Co. Lid. Chengdu Sichuan 610041 P. R. China)

Abstract: OBJECTIVE To study the method for quality evaluation of post — market enteric — coated drug products. METHODS
To test and draw the dissolution profiles of Omeprazole enteric — coated preparations in pHI. 0 HCI solution pH6. 0 buffer solution
pH6. 8 buffer solution and pure water according to the Japanese drug quality revaluation engineering. RESULTS  The release behavior
of Omeprazole enteric — coated preparations showed significant differences in different media. CONCLUSION  Dissolution profiles
obtained in media with different pH can more effectively distinguish the immanent quality of the enteric — coated drug products.
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Table 1 Dissolution data of Omeprazole enteric — coated products
in pH6. 8 buffer solution(n =3)

T/ A/ B/ €/ A-C B-C o
min % % % RSD/%

5 9.6 1.3 5.6 37.2 88.1 75.5

10 50.1 3.4 32.6 29.9 114.7 82.2

15 83.7 24.1 61.8 21.3 62.1 53.3

30 96.6 93.8 92.5 3.1 1.0 2.2

45 97.6 95.8 93.3 3.2 1.9 2.3

60 95.6 96.4 93.0 1.9 2.5 1.9
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Fig 1 Dissolution profiles of Omeprazole enteric — coated products

in pH6. 0 buffer solution.
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in pure water(n =3) 92.59% pH6 0
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min % % % RSD/%
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Fig 2 Dissolution profiles of Omeprazole enteric — coated products
in pure water °
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