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The quality feature of the pharmaceutical 

products has never been defined; however, 

manufacturers as well as regulatory 

authorities make claims of achieving it – thus 

illusions. This presentation will focus on 

defining the quality of a drug product, based 

on tablet/capsule products as an example, and 

will provide simple approach for establishing 

it to streamline product development and 

manufacturing practices, and regulatory 

requirements. 



What is quality of a 

pharmaceutical product or
what is a quality product?



Is this a quality product, Why?



Is this a quality product, Why?

This is an approved product, not
necessarily a quality product!



Is this a quality product, Why?

At present, no one can define a 

quality product, thus cannot 

develop or manufacture one!



Do not confuse 

products with 

drugs?

These are two different 
things!



Do not confuse 

products with drugs?

These are two different 
things!











A drug release test, commonly 

known as drug dissolution test, 
is the only test which can 

establish the drug release, 

thus quality of a product, at 

the manufacturing stage.





















Summary
Definition of a “quality product” is lacking 

(missing) thus, at present, it is not possible 

to develop and manufacture quality products.

To address this shortcoming a definition is 

suggested, which is scientifically valid, 

quantitatively measurable and enforceable. 

Drug release or dissolution testing is the only 

test available to assess the quality of the 

products at the manufacturing stage.



Summary
Currently recommended dissolution testers, in 

particular paddle/basket, have never been qualified 
or validated for the intended purpose. In addition, 
because of their inherent flaws these apparatuses 
cannot provide relevant and reproducible results.

A simple approach, using crescent-shape spindle, 
with a common set of experimental conditions is 
suggested to alleviate current problems leading 
way for scientifically valid and efficient dissolution 
testing thus development and manufacturing of 
quality products. 




