Effect of Formulation and Process Variables on the Properties of Cyclosporine
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* Method A: cyclosporine was dissolved in corn oil first before adding into mixture of lanolin alcohol and ointment base; Method
B: cyclosporine was added into mixture of lanolin alcohol and ointment base before adding into corn oil.
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The mixing time and percent of corn oil were found to have a relatively higher negative
effect on drug assay while the preparation method was found to affect content
uniformity of the ointment. The in vitro drug release from ointments exhibited square
root of time dependence. The content of APl and percent of corn oil significantly
Influenced the drug release rates. The corn oil percentage was also found to
significantly impact the viscosity under low shear rate. Processing variables were
found to impact insignificantly various responses of the cyclosporine ointments.
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This article reflects the views of the authors and should not be construed to
represent FDA's views or policies. The mention of trades names, commercial
products, or organizations is for clarification of the methods used and should not be
Interpreted as an endorsement of a product or manufacturer.

Figure 4. Representative microscopic images of the
ointments including Blank DoE-7 and cyclosporine DoE-7.
The bright regions are likely result of different refractive
Index among components of the ointment base.

Figure 6. Rheological characteristics of various DoE ointments.
(A): Yield stress; (B): Viscosity at low (0.001 s1), medium (1 s7),
and high (100 st) shear rate; (C): Storage modulus at 35°C.
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