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In this era of increased pharmaceutical industry competition, success for generic drug companiesis
dependent on their ability to manufacture therapeutic-equivalent drug productsin an economical and timely
manner, while also being cognizant of patent infringement and other legal and regulatory concerns.

Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition presentsin-depth
discussions from more than 30 noted specialists describing the development of generic drug products—from
the raw materias to the development of a therapeutic-equivalent drug product to regulatory approval.

Major topics discussed include:

- Active pharmaceutical ingredients

- Experimental formulation development, including a new section on Quality by Design (QbD)
- Scale-up

- Commercia product formulation

- Quality control and bioequivalence

- Drug product performance

- ANDA regulatory process

- Post-approval changes

- Post-marketing surveillance

- Legidative and patent challenges

This second edition also contains a new chapter on the relationship between the FDA and the United States
Pharmacopeia and in Chapter 4, using specific examples, the application of Quality by Design (QbD) during
formulation development is examined. The book is athorough guide to the development of solid oral generic
dosage formulations. This textbook isidea for the pharmaceutical industry, graduate programsin
pharmaceutical sciences, and health professionals working in the area of generic drug devel opment.
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From reader reviews:
Fred Miller:

Book is actually written, printed, or created for everything. Y ou can understand everything you want by ae-
book. Book has a different type. Aswe know that book isimportant thing to bring us around the world.
Alongside that you can your reading skill was fluently. A book Generic Drug Product Development: Solid
Oral Dosage Forms, Second Edition (Drugs and the Pharmaceutical Sciences) will make you to be smarter.
Y ou can feel alot more confidence if you can know about anything. But some of you think that will open or
reading a new book make you bored. It isn't make you fun. Why they are often thought like that? Have you
seeking best book or ideal book with you?

Lisa Vazquez:

What do you concentrate on book? It is just for students since they're still students or that for al peoplein
the world, what best subject for that? Only you can be answered for that concern above. Every person has
several personality and hobby for every other. Don't to be pushed someone or something that they don't
would like do that. Y ou must know how great along with important the book Generic Drug Product
Development: Solid Oral Dosage Forms, Second Edition (Drugs and the Pharmaceutical Sciences). All type
of book could you see on many sources. Y ou can look for the internet resources or other social media.

Levi Ryan:

Are you kind of occupied person, only have 10 or perhaps 15 minute in your day to upgrading your mind
ability or thinking skill also analytical thinking? Then you are experiencing problem with the book than can
satisfy your short period of time to read it because all this time you only find publication that need more time
to be read. Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) can be your answer given it can be read by a person who have those short free time
problems.

Catherine Taylor:

Aswe know that book is vital thing to add our knowledge for everything. By a guide we can know
everything you want. A book isa set of written, printed, illustrated or even blank sheet. Every year ended up
being exactly added. This guide Generic Drug Product Development: Solid Oral Dosage Forms, Second
Edition (Drugs and the Pharmaceutical Sciences) was filled concerning science. Spend your time to add your
knowledge about your technology competence. Some people has distinct feel when they reading a book. If
you know how big advantage of a book, you can experience enjoy to read areserve. In the modern eralike
right now, many ways to get book that you just wanted.
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