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Outline (Summary)

The quality feature of the pharmaceuticaP
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 requlatory
requirements.




Let us start with a
question!

What is quality of a
pharmaceutical product or
what is a quality product?




Is this a quality product, Why?
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Is this a quality product, Why?

This is an approved product, nof
necessarily a quality product!




Is this a quality

At present, no one can define a
quality product, thus cannot
develop or manufacture one!




Do not confuse
products with

drugs?

These are ftwo different
things’




Do not confuse
products with drugs?
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In reality, ANDAs deal only with OLD drugs,
not the new drugs as the title indicates, to
provide new PRODUCTS. A more appropriate
terminology should be NPA (new product

application) reflecting accurately objective and
content of the application. If the title/objective
is revised and proper, it is highly likely that
" submitted material would be more concise and
. relevant which would help in manufacturing of
" PRODUCTS efficiently by focusing only on
necessary expertise and regulations.

Something to think about!

www.pharmacomechanicSigeli




(— Quality =
@m@/ﬁl Proaduct

/

Ability to
release drug
as expected

= safe,

efficacious
& pure




Quality Metric
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A drug release test, commonly
known as drugq dissolution teslt,
is the only test which can

establish the drug release,
thus quality of a product, at
the manufacturing stage.




Similarity of Operation
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Given is a sample of a simple tablet
product containing a highly water
soluble drug. Requirement is of
dissolution samples only as

quantitation of the samples will be
done independently. The analyst must
provide specific details of the
dissolution method along with its
qualification/validation documentation.

Please respond!
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;\At present, no one can!
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Dissolution Profiles of Furosemide Products
(Using Paddle Apparatus at 50 rpm)
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Simple, scientifically valid,
product independent,
bio-relevant, and much more!

Based on 25+ years of
research.

The same test may also be used for determining potency
(assay) and content uniformity of a drug product.

*Dissolution medium (water) may require small
amount of solublizer for low solubility drugs.

www.pharmacomechanics.com
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Drug Dissolution Testing
- For Simple and Practical Ideas -

Home About Dsclarmes P Useful Lists Sermnans & Tranings

Crescent-Shaped Spindle

Now Avadable

Scientific and GMP violation!
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Assessing and/or requiring to
assess “quality” of pharmaceutical
(tablet/capsule) products using
non-validated and/or non-qualified

dissolution testers, e.g., Paddle and
Basket, is a serious scientific and
GMP violation.
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Summary

Definition of a “quality product” is lacking
(missing) thus, at present, it is not possioie®
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 qualiiied
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.







