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Bringing a new drug to market is a costly time-consuming process. Increased regional and international
regulation over the last twenty years, while necessary, has only served to amplify these costs. In response to
this escalation, developmental strategies have shifted towards a more global approach. In order to create the
most cost-effective and safe processes, it is critical for those bringing drugs to market to understand both the
globally accepted regulations and the local variations. Nonclinical Safety Assessment: A Guideto
International Pharmaceutical Regulations provides a practical description of nonclinical drug development
regulations and requirements in the major market regions.

It includes;

- ICH —the International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use

- National regulations, including US FDA, Canada, Mercosur and Brazil, South Africa, China, Japan, India
and Australia

- Repeated dose toxicity studies

- Carcinogenicity; Genotoxicity; Developmental and reproductive toxicology; |mmunotoxicol ogy

- Biotechnology-derived pharmaceuticals

- Vaccine devel opment

- Phototoxicity and photocarcinogenicity

- Degradants, impurities, excipients and metabolites

Primarily intended for those professionals actively involved in the nonclinical and clinical development of a
pharmaceutical product, including toxicologists, pharmacol ogists, clinicians and project managers, this book
provides aroadmap for successful new drug approval and marketing.
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From reader reviews:
AnnieHendricks:

Spent afree time to be fun activity to do! A lot of people spent their sparetime with their family, or their very
own friends. Usually they doing activity like watching television, gonna beach, or picnic inside the park.
They actually doing same task every week. Do you fed it? Do you need to something different to fill your
personal free time/ holiday? Could possibly be reading a book may be option to fill your cost-free time/
holiday. The first thing that you'll ask may be what kinds of book that you should read. If you want to try out
look for book, may be the book untitled Nonclinical Safety Assessment: A Guide to International
Pharmaceutical Regulations can be good book to read. May be it is usually best activity to you.

Shay Price:

Typically the book Nonclinical Safety Assessment: A Guide to International Pharmaceutical Regulations has
alot of information on it. So when you check out this book you can get alot of gain. The book was compiled
by the very famous author. Tom makes some research previous to write this book. This book very easy to
read you may get the point easily after scanning this book.

Timothy Williams:

Reading can called thoughts hangout, why? Because while you are reading a book specially book entitled
Nonclinical Safety Assessment: A Guide to International Pharmaceutical Regulations your thoughts will drift
away trough every dimension, wandering in each and every aspect that maybe unknown for but surely will
become your mind friends. Imaging just about every word written in a guide then become one application
form conclusion and explanation that maybe you never get just before. The Nonclinical Safety Assessment:
A Guideto International Pharmaceutical Regulations giving you another experience more than blown away
the mind but also giving you useful facts for your better life with this era. So now let us present to you the
relaxing pattern is your body and mind will likely be pleased when you are finished looking at it, like
winning an activity. Do you want to try this extraordinary wasting spare time activity?

Jeffrey Baptiste:

Asapupil exactly feel bored in order to reading. If their teacher requested them to go to the library or even
make summary for some guide, they are complained. Just little students that has reading's heart or real their
pastime. They just do what the educator want, like asked to go to the library. They go to presently there but
nothing reading really. Any students feel that reading is not important, boring as well as can't see colorful
pictures on there. Yeah, it isfor being complicated. Book is very important in your case. Aswe know that on
this era, many waysto get whatever we wish. Likewise word says, many ways to reach Chinese's country. So
, thisNonclinical Safety Assessment: A Guideto International Pharmaceutical Regulations can make you
experience more interested to read.
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