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Handbook of Pharmaceutical Generic
Development a comprehensive and
authoritative practical hands-on state-of-
the-art handbook covering Generic know-
how essential for developing the 21 ANDA
Sections of an Immediate Release Oral
Tablet.

Part One covers Pharmaceutical Drug
Development and Part Two (ANDA
Development) providing know-how  for
Development, Excipient and specification
choice, Formulation, Dissolution, Stability,
Scale-up, Process Qualification (Hardness
Dissolution & U of C); Pivotal and final
validation batches; Analytical, Cleaning and
Process Validation; Incorporates essential
development checkilists, flowcharts,
tabulations and key SOPs and critical
documentation and OGD regulatory know-
how for a successful review for a FDA
approval, saving queue-time and money.
Essential development and submission
know-how on Immediate Release Oral
Tablets for professional developers to
understand the nuts-and-bolts on Generic
ANDA DEVELOPMENT with high-tech
detailed ANDA Development (new formula &
guidelines) for rapid flawless approval of
ANDA submissions  (Print or CD ROM).

Some Additional Titles:-
Bupropion, Busplrone, Diclofenac, Famotidine,
Felodipine, Nabumetone, Naproxin, Piroxicam,

Tamoxifen US/EU, Ticlopidine, Trazodone etc.
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This Handbook of Pharmaceutical Generic
Development is a practical hands-on
workbook covering state-of-the-art
development for the full 22 ANDA
development sections required for a Oral
DR Tablet (Spay Granulation Enteric Coated
Delayed Release). About 450 pages.

Part One covers pharmaceutical drug
development and Part Two (ANDA
Development) provide technical know-how
for the Development, Formulation,
Dissolution, Stability, Scale-up, Process
Quialification; pivotal and final validation
batches; analytical, cleaning and process
validation; essential documentation and OGD
regulatory know-how that is essential for a
successful first time FDA review and approval,
saving months of queue-time and market
place sales.

Essential development and submission know-
how on Delayed Release Oral Tablets for
advanced  professional  developers to
understand the nuts-and-bolts on Delayed
Release DEVELOPMENT side-by-side with
detailed and practical ANDA development
technology for rapid approval of ANDA files
(Print or CD ROM).

Title:- Handbook of Generic Drug Development
Delayed Release Tablets ISSN 0793-7601 / 0793-761X.

International Journal
ISSN 0793 7784 Euro

E-mail:handbook&locunusacom
Fax Int.; + 972-97-494-532 Fax US: +(1)-435-408-1665
Fax UK: +(44)-207-900-2096

handbooks@Ilocururo.com
A Locum House Publication - ©Copyright LOCUM 1996-2000

of Generic Drugs e* info@locumusam

ISSN 0793 7822 Pacific Rim



