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ANDA Deve lopment
[with master formula & commercial processes]

L o c u m  I n t e rna t i ona l
L o c u m  Pub l i sh ing  House

H a n d b o o k  o f

Pharmaceutical
Generic Development

Oral ER
CAPSULES
The Handbook of Pharmaceutical
Generic Development is an essential
workbook covering the Full
Development, CMC and QA/RA sections
for a ER & SR [MR] CAPSULE
development program.
Part One (ER Development ±550 pages)
and Part Two (ANDA Development with
detailed commercial and state-of-the-art
MR formulae and manufacturing
processes ±350 pages) provides essential
ER Capsule Technology know-how on all
aspects of; Development, Formulation,
Scale-up, Process Optimization &
Qualification; Pivotal and Large Scale
Validation batches using both pan and
Wurster Spray Granulators (GPCG
60/120); ER analytical methodology;
Dissolution, cleaning and process
validation; essential documentation and
OGD Regulatory / R&D know-how,
essential for a successful review & FDA
approval, saving queue-time and money.
Essential development know-how on Oral
ER/SR Capsule for advanced 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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NEW  Advanced
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ADVANCED ER & SR [MR]
 Formula & Manufacturing Details for Coated

Sugar Spherical (bead) Technology
Coated Pellets and Coating Highly Soluble
Crystals (SR KCL 1200 mg, 20-40 mesh)

Coating materials include Ethocel 100 HPMC;
Methocel; Dibutyl Sebacate; DEP etc,


