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The Handbook of Pharmaceutical
Generic Development is an essential
workbook covering the full CMC & Bio
and RA sections of normal Oral
Suspension ANDA / AADA and a

Suspension for Reconstitution.

Part One (Development ISBN 965 492 004-

2) and Part Two (ANDA Development -
ISBN 965492005-0 with detailed
commercial and state-of-the-art formula)
provides essential know-how technology
on all aspects of; Development,
Formulation, Scale-up, Process
Optimization & Qualification; Pivotal and
large  scale  Validation batches;
analytical, cleaning and process
validation; essential documentation and
OGD regulatory know-how that is
essential for a successful review for a
FDA approval, saving queue-time and
money.

Essential development know-how on Oral
Suspensions and Suspensions for
Reconstitution professional developers to
understand the nuts-and-bolts on Generic
MODIFIED RELEASE DEVELOPMENT with
a high-tech detailed ANDA development to

produce flawless files. (Print & CD ROM).
Presented at an Advanced Technological Level.
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