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The assessment of bioequivalence is an important process whereby the bioavailability of a generic drug
product is compared with its brand-name counterpart. Generic pharmaceutical products must be approved as
therapeutic equivalents to the brand name alternative in order to be interchangeable. The demonstration of
bioequivalence is an important component of therapeutic equivalence. Bioequivalence studies are very
expensive, time consuming and always have the possibility of failure. The objective of this textbook isto
describe some of those specific bioequivalence issues which need to be considered for the design and
conduct of bioeguivalence studies. By exploring scientific, legal, and international regulatory challenges,
Generic Drug Devel opment, discusses the use of alternative approaches to the measurement of plasma drug
concentrations for the demonstration of bioequivalence, and covers bioeguivalence procedures for drug
products that are not easily assessed - based upon the physical and chemical properties of the active drug and
the nature of the drug product.
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From reader reviews:
Errol Sawyer:

The book Generic Drug Product Development: Bioeguivalence I ssues (Drugs and the Pharmaceutical
Sciences) can give more knowledge and information about everything you want. So just why must we leave
the good thing like a book Generic Drug Product Devel opment: Bioequivalence Issues (Drugs and the
Pharmaceutical Sciences)? A few of you have a different opinion about guide. But one aim that book can
give many factsfor us. It is absolutely right. Right now, try to closer along with your book. Knowledge or
information that you take for that, you can give for each other; you are able to share all of these. Book
Generic Drug Product Devel opment: Bioequival ence Issues (Drugs and the Pharmaceutical Sciences) has
simple shape but you know: it has great and large function for you. Y ou can look the enormous world by
open and read aguide. So it is very wonderful.

Kirby Paradiso:

Reading areserve can be one of alot of exercise that everyone in the world enjoys. Do you like reading book
conseguently. There are alot of reasons why people fantastic. First reading a publication will give you alot
of new data. When you read areserve you will get new information since book is one of numerous ways to
share the information or even their idea. Second, studying a book will make you actually more imaginative.
When you reading through a book especialy fictional works book the author will bring one to imagine the
story how the characters do it anything. Third, you may share your knowledge to other people. When you
read this Generic Drug Product Development: Bioequivalence Issues (Drugs and the Pharmaceutical
Sciences), you are able to tells your family, friends as well as soon about yours guide. Y our knowledge can
inspire the mediocre, make them reading a e-book.

Martha Robertson:

Areyou kind of stressful person, only have 10 or maybe 15 minute in your time to upgrading your mind
proficiency or thinking skill perhaps analytical thinking? Then you are having problem with the book as
compared to can satisfy your short time to read it because pretty much everything time you only find guide
that need more time to be study. Generic Drug Product Devel opment: Bioequivalence Issues (Drugs and the
Pharmaceutical Sciences) can be your answer since it can be read by anyone who have those short free time
problems.

Linda Hill:

Aswe know that book isvital thing to add our information for everything. By a e-book we can know
everything we want. A book is aset of written, printed, illustrated or even blank sheet. Every year was
exactly added. This book Generic Drug Product Development: Bioequivalence Issues (Drugs and the
Pharmaceutical Sciences) wasfilled regarding science. Spend your spare time to add your knowledge about
your scientific disciplines competence. Some people has diverse feel when they reading the book. If you



know how big selling point of a book, you can sense enjoy to read a book. In the modern eralike today,
many ways to get book you wanted.
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