Qualitative Rapid Microbiological Methods For Drug-Product Testing

ABSTRACT
Conventional microbiological test methods based on nineteenth century techniques are time consuming and labour-intensive, lacks sensitivity and are subjective to poor validation. As because microbiological testing is a bottleneck in product release, the pharmaceutical industry’s interest in rapid microbiological methods (RMMs) has grown considerably during the past ten years. So the project involves spiking of three different drug product made in the company with seven most common pathogens and to see their rate of recovery in the drugs as compared to the positive control of the pathogens. From the recovered pathogens further analysis was done with VITEK Microbial Identification System for culture specific determination. From the determined culture Salmonella strains were chosen for specific in-house primer designing with the help of bioinformatics tool, PRIMER-3. 
To produce more specified testing methods for product analysis which will be utilizing less quantity of drug product to yield same or better accuracy on result, yet saving on time. It will provide immediate/ faster information on the presence of pathogen in the product. RMM enables a proactive approach. RMM enables quicker response to out of specification or out of trend results. RMM is used as a screening test; batches that pass need not undergo conventional testing. This type of screening is applicable for high-volume products where historical microbial data indicate that the product typically is free that demonstrate the absence of microorganisms
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