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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 Guide to
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; Immunotoxicology●

Biotechnology-derived pharmaceuticals●

Vaccine development●

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, pharmacologists, clinicians and project managers, this book
provides a roadmap for successful new drug approval and marketing.
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From reader reviews:

Phillip Permenter:

Hey guys, do you wishes to finds a new book to learn? May be the book with the name Nonclinical Safety
Assessment: A Guide to International Pharmaceutical Regulations suitable to you? The book was written by
well-known writer in this era. Often the book untitled Nonclinical Safety Assessment: A Guide to
International Pharmaceutical Regulationsis the one of several books in which everyone read now. This
particular book was inspired a lot of people in the world. When you read this e-book you will enter the new
dimensions that you ever know before. The author explained their strategy in the simple way, consequently
all of people can easily to know the core of this book. This book will give you a large amount of information
about this world now. To help you to see the represented of the world in this book.

Judith Lucas:

The particular book Nonclinical Safety Assessment: A Guide to International Pharmaceutical Regulations
will bring you to definitely the new experience of reading a new book. The author style to explain the idea is
very unique. If you try to find new book to study, this book very acceptable to you. The book Nonclinical
Safety Assessment: A Guide to International Pharmaceutical Regulations is much recommended to you you
just read. You can also get the e-book from the official web site, so you can more easily to read the book.

Lee Long:

The reason? Because this Nonclinical Safety Assessment: A Guide to International Pharmaceutical
Regulations is an unordinary book that the inside of the e-book waiting for you to snap it but latter it will
distress you with the secret it inside. Reading this book alongside it was fantastic author who all write the
book in such wonderful way makes the content inside of easier to understand, entertaining means but still
convey the meaning entirely. So , it is good for you because of not hesitating having this any longer or you
going to regret it. This phenomenal book will give you a lot of gains than the other book have such as help
improving your ability and your critical thinking method. So , still want to hesitate having that book? If I
ended up you I will go to the guide store hurriedly.

Stella Keith:

In this period globalization it is important to someone to acquire information. The information will make
someone to understand the condition of the world. The health of the world makes the information easier to
share. You can find a lot of recommendations to get information example: internet, classifieds, book, and
soon. You can view that now, a lot of publisher that will print many kinds of book. The book that
recommended for you is Nonclinical Safety Assessment: A Guide to International Pharmaceutical
Regulations this e-book consist a lot of the information on the condition of this world now. This particular
book was represented just how can the world has grown up. The words styles that writer use for explain it is
easy to understand. The actual writer made some study when he makes this book. Here is why this book



acceptable all of you.
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