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Figure 1. Cdlibration curve of Oxatomidein pH1.2 medium

Figure 2. Cdibration curve of Oxatomide in pH4.5 medium
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Figure 3. Cdibration curve of Oxatomide in pH6.8 medium . ...c.cvcenn. .
Figure 4. Dissolution profile of formulation A, C, D, Tinset in pH1.2 medium. ..
Figure 5. Dissolution profile of formulaion A, C, D, Tinset in pH4.5 medium. ..
Figure 6. Dissolution profile of formulaion A, C, D, Tinst in pH6.8 medium. ..
Fgure 7. Dissolution profile of formulation G, I, Tinset in pH1.2 medium .......
Figure 8. Dissolution profile of formulation G, |, Tinset in pH4.5 medium . .....
Figure 9. Dissolution profile of formulation G, I, Tinset in pH6.8 medium . ...
Figure 10. Dissolution profile of formulation A, B, E, Tinset in pH1.2 medium...
Fgure 11. Dissolution profile of formulation A, B, E, Tinset in pH4.5 medium. ..

Figure 12. Dissolution profile of formulation A, B, E, Tinset in pH6.8 medium...
Figure 13. Dissolution profile of formulation D, L, Tinset in pH1.2 medium. ...

Figure 14. Dissolution profile of formulation D, L, Tinset in pH4.5 medium. ...
Figure 15. Dissolution profile of formulation D, L, Tinset in pH4.5 medium....
Figure 16. Dissolution profile of formulation C, O, Tinsat in pH1.2 medium. ...
Figure 17. Dissolution profile of formulation C, O, Tinset in pH4.5 medium. ...
Figure 18. Dissolution profile of formulation C, O, Tinset in pH6.8 medium. ...
Figure 19. Dissolution profile of formulation L, M, Tinset in pH1.2 medium. ...
Figure 20. Dissolution profile of formulaion L, M, Tinset in pH4.5 medium. ...
Fgure 21. Dissolution profile of formulation L, M, Tinset in pH6.8 medium. ...
Figure 22. Dissolution profile of formulation N, O, Tinset in pH1.2 medium. ...
Figure 23. Dissolution profile of formulation N, O, Tinset in pH4.5 medium. ...
Figure 24. Dissolution profile of formulation N, O, Tinset in pH6.8 medium. ...
Fgure 25. Dissolution profile of formulation H, Tinset in pH1.2 medium. ...
Figure 26. Dissolution profile of formulation H, Tinsat in pH4.5 medium. ......
Figure 27. Dissolution profile of formulation H, Tinset in pH6.8 medium. .....
Figure 28. Dissolution profile of formulation C, J, K, Tinset in pH1.2 medium..

Fgure 29. Dissolution profile of formulation C, J, K, Tinset in pH4.5 medium..
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Figure 30. Dissolution profile of formulation C, J, K, Tinset in pH6.8 medium..
Figure 31. Disolution profile of formulation F, G, Tinset in pH1.2 medium. ...
Figure 32. Dissolution profile of formulation F, G, Tinset in pH4.5 medium. ...
Fgure 33. Disolution profile of formulation F, G, Tinset in pH6.8 medium. ...
Fgure 34. Dissolution profile of formulation F, H, Tinset in pH1.2 medium. ...
Figure 35. Dissolution profile of formulation F, H, Tinset in pH4.5 medium. ...
Figure 36. Dissolution profile of formulation F, H, Tinset in pH6.8 medium. ...
Figure 37. Dissolution profile of formulation H, I, Tinset in pH1.2 medium. ...
Fgure 38. Dissolution profile of formulation H, I, Tinset in pH4.5 medium. ...
Figure 39. Dissolution profile of formulation H, 1, Tinsat in pH6.8 medium. ...
Figure 40. Dissolution profile of formulation H, L, Tinset in pH1.2 medium. ...
Figure 41. Dissolution profile of formulation H, L, Tinset in pH4.5 medium. ...

Fgure 42. Dissolution profile of formulation H, L, Tinst in pH6.8 medium. ...
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Oxatomide Piperazine Oxatomide

H,-histamine receptor (mast cell)
Oxatomide 30mg Tinsat®
2
3. 4.
Oxatomide FDA Guidance
for Industry (Smilarity Factor) f,
Povidone K90
5%

Povidone K90  Tween 80
Formulation H



Abstract

Oxatomideis an anti-histamine drug with piperazine structure. It is not
only active as a H,-histamine receptor antagonist, but also inhibits the
function of mast cell. It is used for the treatment of adlergies. In this
research, our goal isto develop formulations of Oxatomide 30mg tabl et
that have smilar dissolution profiles as the Tinset® It is envisioned to be
areference formulation for the bioequivalence study.

Severa kinds of excipients and the wet granulated method were used
to precede the formulation design and evaluate the physical properties.
By performing the dissolution study, the influenceon Oxatomide
dissolution profile by different kinds of binders, disintegrates,
solubilizing agents and different percentage of binders was explored. The
“amilarity factor” (f,) listsin the Guidance for Industry of Food and
Drug Adminigtration, U.S.A., was used to predict the smilarity between
two formulations.

It was found a best dissolution rate occurred when Povidone K90 was
used as a binder. The drug release rate relates with the percentage of
binder used. When the percentage is increased, the release rate is down.
Formulations composed of 5% disintegrate showed no differences in the
dissolution profile while varying disintegrates. The kinds and size of the
solubilizing agent also influence the dissolution rate. Formulation H that
contains Povidone K90 and Tween 80 has a similar dissolution curve with
Tinsat®
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