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Quality Control of Locally Marketed
Clotrimazole Creams During in-Use Shelf-Life

Abstract

Clotrimazole is one of the most important drugs used to treat fungal
infections. Clotrimazole skin preparations are among the commonly used
preparations that are given as OTC. Clotrimazole is available in many
pharmaceutical forms: solid, liquid and semi-solid. The semi-solid
pharmaceutical forms are considered as low stability forms because they
are not divided into specific doses, may contain multiple phases (creams)
and there is the possibility of them being exposed to external factors. This

requires studying the actual in—use shelf life of these preparations.

This research involved evaluating the quality of clotrimazole creams kept
at room temperature during their use by simulating the method of use (with

and without good hygiene practice).

The research was conducted on many batches of clotrimazole skin creams
from several local companies(3 companies) , where number of tests were
conducted to monitor their stability: sensory tests (monitoring the color,

smell, texture and appearance of the cream) , examination of Emulsion
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Type Determination , Spreadability Test , viscosity test, pH test, assay of
the active substance) and microbiological tests (Microbial Enumeration Test
and investigation of Pseudomonas aeruginosa and staphylococcus aureus)

at opening and within three months of use.

Upon opening the containers all the studied creams met the required
pharmacopoeia conditions in terms of physical and chemical aspects.
During the life of use, the thoughtful creams maintained their quality, with
the exception of Company A, which have become outside the acceptable
limits. The results of the study indicate that clotrimazole preparations
(creams) that were used while following good hygiene practice GHP were
relatively better in terms of stability. It is possible to use clotrimazole
creams for three months, with the exception of Company A creams, which

have become outside the acceptable limits.

Keywords: quality control, clotrimazole, in—use shelf-life, creams, stability.
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