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Due to the minute
tablet size, there
Is a need for new
standardized
quality evaluation
procedures and
conventional
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have to be
adopted. The main
objective of the
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drug will exert a
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can be defined as
the process
through which ...
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evaluation in the
development
phase, but for
regulatory
approval, the use
of a compendial
test is preferred.
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kinetics will
thereby influence
their short and
long-term
environmental
fate as well as
laboratory test
results. This
highlights the
need to evaluate
and improve the
reliability of
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methods applied
to assess the
solubility kinetics
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Based on existing
OECD guidelines
and guidance
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currently exist
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and magnetic
resonance
imaging (MRI)
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anti-Stokes
Raman scattering
(CARS) and
Raman
spectroscopy, that
can be utilized to
explore the
dissolution of solid
dosage forms and
cover those
missing aspects of
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drug products are
described in the
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surface area is not
made constant. e
Weighed powder
introduced in
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medium agitated
by propeller.«
Rate of dissolution
increases with
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methodologies
developed for
orally inhaled drug
product (OIDP)
evaluation, with a
focus on
dissolution testing
of dry powders for
inhalation....
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The methods that
have been
reported for in-
vitro dissolution of
liposomes include
sample and
separate, flow
through cell,
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dialysis, micro
dialysis and using
Franz diffusion
cells. Most of
these methods are
not standardized,
and hence, the
results obtained
are highly
variable.
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as geriatric use
since they may
provide flexible
and accurate
dosing and
administration.
Due to the minute
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The concentration
of molecular
species from
organic particle
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measured using
instrumental
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(Settle, 1997)
such as
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spectroscopy, UV-
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liquid
chromatography,
and
electrochemical
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name a few. The
limit of detection
and quantitation
for each technique
will be dependent

Page 40/101



on the detection
scheme used in
the
chromatographic
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the chromophore
or electroactive
species being
monitored.
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The objective of
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provide a concise
review of
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used for quality
control (QC) and
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of improving some
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presented in the
chapter 2. Some
tests were
performed:
solubility using
shake flask
method,
calculation of
micellar critical
concentration for

the surfactants
Page 46/101



sodium lauryl
sulphate and
polysorbate 80,
and an
experimental
design (DOE) was
done for
developing the
method.

Method

development for
Page 47/101



dissolution profile
evaluation of ...
Dissolution
Testing of
Immediate
Release Solid Oral
Dosage Forms
Extended Release
Oral Dosage
Forms:
Development,

Evaluation, and
Page 48/101



Application of In
Vitro/In Vivo
Correlations

Dissolution
Methods Database
| FDA

trapped drug
particles leading
to low dissolution
rates (3). During

recent years there
Page 49/101



has been renewed
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