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Important safety aspects of compatibility for therapeutic products and their manufacturing systems, delivery
devices, and containers

Compatibility of Pharmaceutical Products and Contact Materials helps pharmaceutical, toxicology,
analytical, and regulatory affairs professional's assess the safety of |eachable and extractable chemicals
associated with drug product packaging, manufacturing systems, and devices. The most comprehensive
resource available, its coverage includes the strategies, tactics, and regulatory requirements for performing
safety assessments, along with the means for interpreting results.

Structured around alogical framework for an extractables and |eachables safety assessment and closely
linked to the pharmaceutical product development process, Compatibility of Pharmaceutical Products and
Contact Materials directly addresses the fundamental questions of "what activities need to be performed to
completely, efficiently, and effectively address the issue of product safety from an extractables and
leachables perspective?' and "when do the various required activities need to be performed?’ Specificaly,
the chapters describe:

- Pertinent regulations and practical waysto meet guidelines

- Coordinating manufacturing, storage, and delivery systems development and qualification with therapeutic
product development

- Materials characterization and the materials screening process

- Component and/or system qualification (illustrated by several case studies)

- Performing validation/migration studies and interpreting and reporting the results

- Creating a product registration dossier and putting it through regulatory review

- Product maintenance (Change Control) from an extractables and |eachables perspective

- Likely future developments in extractables and | eachabl es assessment

Additionally, the book's appendix provides a database, including CAS registry numbers, chemical formulas
and molecular weights of extractable/leachabl e substances that have been reported in the chemical literature.

Detailing the interconnected roles played by analytical chemistry, biological science, toxicology, and
regulatory science, Compatibility of Pharmaceutical Products and Contact Materials supplies a much-
needed, comprehensive resource to all those in pharmaceutical product or medical device development.
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From reader reviews:
Sam Grimes;

Why don't make it to be your habit? Right now, try to ready your time to do the important act, like looking
for your favorite guide and reading a publication. Beside you can solve your short lived problem; you can
add your knowledge by the guide entitled Compatibility of Pharmaceutical Solutions and Contact Materials:
Safety Assessments of Extractables and Leachables for Pharmaceutical Products. Try to face the book
Compatibility of Pharmaceutical Solutions and Contact Materials: Safety Assessments of Extractables and
Leachables for Pharmaceutical Products as your close friend. It means that it can being your friend when you
sense alone and beside that course make you smarter than in the past. Yeah, it is very fortuned to suit your
needs. The book makes you much more confidence because you can know anything by the book. So , let us
make new experience and knowledge with this book.

Michael Becker:

Reading a book to be new life style in this calendar year; every people lovesto go through a book. When you
study a book you can get alot of benefit. When you read publications, you can improve your knowledge,
simply because book has alot of information onto it. The information that you will get depend on what kinds
of book that you have read. In order to get information about your examine, you can read education books,
but if you want to entertain yourself read a fiction books, this sort of us novel, comics, and also soon. The
Compatibility of Pharmaceutical Solutions and Contact Materials: Safety Assessments of Extractables and
Leachables for Pharmaceutical Products provide you with new experience in studying a book.

Johnny Grady:

Many people spending their moment by playing outside with friends, fun activity together with family or just
watching TV all day every day. Y ou can have new activity to spend your whole day by looking at a book.
Ugh, yathink reading a book can really hard because you have to accept the book everywhere? It ok you can
have the e-book, bringing everywhere you want in your Touch screen phone. Like Compatibility of
Pharmaceutical Solutions and Contact Materials: Safety Assessments of Extractables and Leachables for
Pharmaceutical Products which is keeping the e-book version. So, why not try out this book? Let's notice.

Richard Russdll:

A lot of people said that they feel uninterested when they reading a e-book. They are directly felt it when
they get ahalf elements of the book. Y ou can choose often the book Compatibility of Pharmaceutical
Solutions and Contact Materials: Safety Assessments of Extractables and Leachables for Pharmaceutical
Products to make your own reading isinteresting. Y our current skill of reading expertise is developing when
you including reading. Try to choose basic book to make you enjoy to see it and mingle the idea about book
and looking at especially. It isto beinitially opinion for you to like to start a book and go through it. Beside
that the reserve Compatibility of Pharmaceutical Solutions and Contact Materials. Safety Assessments of



Extractables and L eachables for Pharmaceutical Products can to be your friend when you're experience alone
and confuse with what must you're doing of these time.
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