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Statement of the Problem: The quality of drugs is regulated by the health authorities of the marketed countries and theoretically
all the drugs on the market must meet the criteria of efficacy and safety. However, an issue of the quality of registered generics
has arisen as generics imply deviations in parameters of bioequivalence by its definition. Fluconazole was selected as a target
for elucidation of the generic quality on the Russian market for several reasons: The originator, Diflucan (by Pfizer), is an old
product for RU market and is available in different forms and dosages with either Rx or OTC status. Thus, plenty of generics
of foreign and domestic manufacturers exist and another reason is that it possesses antimicrobial activity that can be utilized
along with the HPLC-UV Assay methods. The task of this study is to measure in-vitro antimicrobial activity of the Fluconazole
generics derived from RU market and to check the consistency of the data with HPLC-UV Assay results.

Methodology & Theoretical Orientation: In this comparison study, the activity of 10 generics of fluconazole against C.
albicans were measured. Overnight culture of C. albicans strain 927 from Mechnicov institute was cultivated on synthetic
media (1) with adjusted pH, followed by the method of microdilutions. The plates were incubated at 30°C for 22 hours and the
activity of fluconazole generics were measured by MIC.

Conclusion & Significance: The current study underlines the importance of using complex methods for generic quality
determination. In-vitro activity of 10 fluconazole generics was measured and the results are confirmed by the HPLC-UV Assay
method. Minimal dosing error by HPLC-UV corresponds to the maximal in-vitro antimycotic activity.
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