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In this era of increased pharmaceutical industry competition, success for generic drug companies is
dependent on their ability to manufacture therapeutic-equivalent drug products in 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 presents in-depth
discussions from more than 30 noted specialists describing the development of generic drug products—from
the raw materials 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●

Commercial product formulation●

Quality control and bioequivalence●

Drug product performance●

ANDA regulatory process●

Post-approval changes●

Post-marketing surveillance●

Legislative 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 a thorough guide to the development of solid oral generic
dosage formulations. This textbook is ideal for the pharmaceutical industry, graduate programs in
pharmaceutical sciences, and health professionals working in the area of generic drug development.
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From reader reviews:

Stephen Stover:

What do you regarding book? It is not important along with you? Or just adding material when you want
something to explain what the one you have problem? How about your extra time? Or are you busy man or
woman? If you don't have spare time to try and do others business, it is make you feel bored faster. And you
have extra time? What did you do? Everybody has many questions above. They should answer that question
mainly because just their can do that. It said that about reserve. Book is familiar on every person. Yes, it is
right. Because start from on kindergarten until university need that Generic Drug Product Development:
Solid Oral Dosage Forms, Second Edition (Drugs and the Pharmaceutical Sciences) to read.

Francis Rutland:

Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) can be one of your starter books that are good idea. Most of us recommend that
straight away because this publication has good vocabulary that may increase your knowledge in vocab, easy
to understand, bit entertaining but still delivering the information. The copy writer giving his/her effort to
place every word into pleasure arrangement in writing Generic Drug Product Development: Solid Oral
Dosage Forms, Second Edition (Drugs and the Pharmaceutical Sciences) although doesn't forget the main
place, giving the reader the hottest as well as based confirm resource facts that maybe you can be one of it.
This great information could drawn you into brand-new stage of crucial contemplating.

Michelle Wilson:

This Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) is great reserve for you because the content that is full of information for you who
all always deal with world and also have to make decision every minute. This specific book reveal it info
accurately using great arrange word or we can point out no rambling sentences in it. So if you are read this
hurriedly you can have whole data in it. Doesn't mean it only will give you straight forward sentences but
hard core information with splendid delivering sentences. Having Generic Drug Product Development: Solid
Oral Dosage Forms, Second Edition (Drugs and the Pharmaceutical Sciences) in your hand like keeping the
world in your arm, facts in it is not ridiculous one particular. We can say that no e-book that offer you world
within ten or fifteen moment right but this e-book already do that. So , this can be good reading book. Hey
Mr. and Mrs. active do you still doubt that?

Celina Ziolkowski:

You may get this Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and
the Pharmaceutical Sciences) by look at the bookstore or Mall. Only viewing or reviewing it might to be
your solve problem if you get difficulties on your knowledge. Kinds of this reserve are various. Not only by
simply written or printed but in addition can you enjoy this book through e-book. In the modern era



including now, you just looking by your mobile phone and searching what your problem. Right now, choose
your personal ways to get more information about your reserve. It is most important to arrange yourself to
make your knowledge are still upgrade. Let's try to choose right ways for you.
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