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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:

Rose Bennett:

Why don't make it to become your habit? Right now, try to ready your time to do the important behave, like
looking for your favorite guide and reading a e-book. Beside you can solve your problem; you can add your
knowledge by the book entitled Generic Drug Product Development: Solid Oral Dosage Forms, Second
Edition (Drugs and the Pharmaceutical Sciences). Try to face the book Generic Drug Product Development:
Solid Oral Dosage Forms, Second Edition (Drugs and the Pharmaceutical Sciences) as your good friend. It
means that it can to be your friend when you sense alone and beside regarding course make you smarter than
ever. Yeah, it is very fortuned for you personally. The book makes you more confidence because you can
know every thing by the book. So , we need to make new experience along with knowledge with this book.

April Miller:

In this 21st one hundred year, people become competitive in each and every way. By being competitive
currently, people have do something to make these individuals survives, being in the middle of the actual
crowded place and notice by means of surrounding. One thing that often many people have underestimated
this for a while is reading. That's why, by reading a publication your ability to survive increase then having
chance to stand up than other is high. To suit your needs who want to start reading a new book, we give you
this specific Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) book as starter and daily reading book. Why, because this book is usually more
than just a book.

Dwight Bailey:

People live in this new day time of lifestyle always make an effort to and must have the spare time or they
will get great deal of stress from both lifestyle and work. So , if we ask do people have spare time, we will
say absolutely yes. People is human not just a robot. Then we question again, what kind of activity are you
experiencing when the spare time coming to anyone of course your answer can unlimited right. Then ever try
this one, reading textbooks. It can be your alternative with spending your spare time, the particular book you
have read is Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences).

Diana Gum:

In this time globalization it is important to someone to find information. The information will make you to
definitely understand the condition of the world. The health of the world makes the information simpler to
share. You can find a lot of references to get information example: internet, paper, book, and soon. You will
observe that now, a lot of publisher which print many kinds of book. Often the book that recommended to
you is Generic Drug Product Development: Solid Oral Dosage Forms, Second Edition (Drugs and the
Pharmaceutical Sciences) this reserve consist a lot of the information with the condition of this world now.



This specific book was represented just how can the world has grown up. The terminology styles that writer
use to explain it is easy to understand. Typically the writer made some research when he makes this book.
Honestly, that is why this book suited all of you.
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