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Abstract
The ability to begin with the end in mind is a vital aspect of the Quality by Design (QbD)
concept. The application of the concept to the process of pharmaceutical manufacturing, the first
most requirement lies in developing a rather quality product. Also, the QbD concepts can be
utilized in designing and developing product stability by assessing the reportable value of the
given product as an analytical procedure for stability. Thus, a Stability Target Profile (STP)
ought to be developed as it forms the foundation for stability development about the Stability
Control Strategy (SCS). Contrary to the routine approaches, the SbD has to be initiated with a
thorough comprehension of STP as well as risk evaluation for all the method variables that are
likely to affect the response. An in-depth understanding of QbD will, therefore, be useful in the
identification of the vulnerabilities and risks that relate to drug production, storage, and usage
which will help in making informed choices and in return support the implementation of a
control strategy.
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