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Abstract:
Background:  Leishmaniasis has been reported as a major health problem, especially for the populations of tropical areas. Interest in plants and herbal drugs has been increasing universally, as some of them have been reported to show anti-leishmanial activity. 
Methods: Extracts of Linum usitatissimum seeds (LU) were analyzed for essential phytochemicals and for in-vitro anti-leishmanial activity. Water in oil cream which contained 10% of crude extract of LU was prepared. Stability of the cream has been evaluated for 28 days at 8ºC, 25ºC and 40ºC. In-vivo efficacy assessment of cream containing 10% crude extract of LU was performed on 26 patients with leishmaniasis who agreed to participate voluntarily in the study. The active treatment period lasted 3 weeks, while the follow-up period was 2-4 months. During the active study period, images of skin lesions were taken before and after the treatment. 
Results: Phytochemical screening of LU seed extract confirmed the presence of terpenoids, flavonoids, tannins, alkaloids and polyphenols. In-vitro studies showed considerable anti-leishmanial activity. Water in oil cream with 10% of crude extract of LU was pharmaceutically stable, although, some minor changes were noted in its physical characteristics. In-vivo assessment of cream showed 69% cure rate with no side effects or irritation. 
Conclusion: As a conclusion, 10% cream with LU seed extract could be an effective and safe topical anti-leishmanial medication for the patients of cutaneous leishmaniasis.
