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Part ONE

DRUG DEVELOPMENT
&

Part TWO

Regulatory ANDA Development
[with master formula & commercial processes]

ADDITIONAL TITLES - in PART II
Amoxicillin 250 / 500mg;Azithromycin
250/600mg Cefaclor 250/500mg
Clomipramine 25/50/75mg
Etodolac 200/300 mg; Fluoxetine 10/20mg
Gabapentin 100/200/300mg
Piroxicam 10/20mg; Tolmetin 600 mg.
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SINGLE ORAL DOSAGE FORM

The Handbook of  Pharmaceutical
Generic Development is an essential
workbook covering the full development,
CMC and RA sections for a single dose
IR Capsule ANDA development project.

Part One (Drug Development +500 pages)
and Part Two (ANDA Development with
detailed commercial and state-of-the-art
formula +450 pages) provides essential IR
capsule technology know-how on all
aspects of; Development, Formulation,
Scale-up, Process Optimization &
Qualification; Pivotal and large scale
Validation batches; analytical, cleaning
and process validation; detailing crucial
documentation and OGD regulatory
know-how that is essential for a
successful review for FDA approval,
saving queue-time and money. Full
Review of every CMC/Bio FDA guideline
issued.

Essential developmental know-how on Oral
IR Capsules for professional developers to
understand the nuts-and-bolts on Generic
ANDA DEVELOPMENT with high-tech
practical ANDA development know-how to
produce utterly flawless files. (Print & CD
ROM). Technological Level - Advanced.

e-mail:- handbooks@Ilocumusa.com
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