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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:

Juan McCain:

The knowledge that you get from Generic Drug Product Development: Solid Oral Dosage Forms, Second
Edition (Drugs and the Pharmaceutical Sciences) will be the more deep you looking the information that hide
inside words the more you get enthusiastic about reading it. It doesn't mean that this book is hard to know
but Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) giving you thrill feeling of reading. The article writer conveys their point in
particular way that can be understood by means of anyone who read this because the author of this e-book is
well-known enough. This particular book also makes your personal vocabulary increase well. It is therefore
easy to understand then can go along with you, both in printed or e-book style are available. We highly
recommend you for having that Generic Drug Product Development: Solid Oral Dosage Forms, Second
Edition (Drugs and the Pharmaceutical Sciences) instantly.

Richard Pease:

This Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) are reliable for you who want to be considered a successful person, why. The
explanation of this Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs
and the Pharmaceutical Sciences) can be one of several great books you must have is definitely giving you
more than just simple reading food but feed a person with information that might be will shock your prior
knowledge. This book is handy, you can bring it just about everywhere and whenever your conditions
throughout the e-book and printed versions. Beside that this Generic Drug Product Development: Solid Oral
Dosage Forms, Second Edition (Drugs and the Pharmaceutical Sciences) giving you an enormous of
experience for instance rich vocabulary, giving you trial of critical thinking that we all know it useful in your
day pastime. So , let's have it appreciate reading.

Wanda Mason:

The actual book Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and
the Pharmaceutical Sciences) will bring you to the new experience of reading the book. The author style to
explain the idea is very unique. If you try to find new book to learn, this book very appropriate to you. The
book Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) is much recommended to you to learn. You can also get the e-book from your
official web site, so you can quickly to read the book.

Violet Murray:

Beside that Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) in your phone, it could give you a way to get more close to the new knowledge or
details. The information and the knowledge you may got here is fresh in the oven so don't end up being



worry if you feel like an outdated people live in narrow town. It is good thing to have Generic Drug Product
Development: Solid Oral Dosage Forms, Second Edition (Drugs and the Pharmaceutical Sciences) because
this book offers to your account readable information. Do you at times have book but you do not get what it's
about. Oh come on, that will not end up to happen if you have this with your hand. The Enjoyable set up here
cannot be questionable, like treasuring beautiful island. Techniques you still want to miss it? Find this book
and also read it from at this point!
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