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Introduction Clinical trials were replicated in the Simulator using the same population size, gender
proportion, age range and the site of application when possible. Sensitivity of systemic

Clindamycin (Clin) is an antibiotic typically given as a prodrug, clindamycin phosphate exposure parameters (AUC and Cmax) towards changes in formulation viscosity and pH
(Clin-P), which is converted to free base (Clin) and the enzymatic hydrolysis has been was further analysed to get gain insight into the impact of these parameters and also to
suggested as the probable mechanism of conversion [1]. Formulation and excipients guide potential new generic formulation development.
attributes affect the absorption and local and systemic exposure of the active ingredient Table 2. Partition and diffusion parameters for clindamycin.
[2]. ™ . |
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-igure 4 shows the results of model sensitivity analysis of systemic exposure
. (Cmax and AUC) to gel viscosity and formulation pH.

Figure 4. Results of the model sensitivity analysis for two chosen parameters — formulation pH and viscosity
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