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Innovative Dosage Forms John Wiley & Sons addition to Elan Corporation, which is adrug

This book describes the theories, applications,

and challenges for different oral controlled
release formulations. This book differs from
most in its focus on oral controlled release
formulation design and process development.
It also covers the related areas like
preformulation, biopharmaceutics, in vitro-in
vivo correlations (IVIVC), quality by design
(QbD), and regulatory issues.

In Vitro-In Vivo Correlations CRC Press

This book represents the invited presentations and
some of the posters presented at the conference
entitled "In Vitro-In Vivo Relationship (IVIVR)
Workshop" held in Sep tember, 1996. The
workshop was organized by the IVIVR
Cooperative Working Group which has drawn
together scientists from a number of organizations
and ingtitutions, both academic and industrial. In
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delivery com pany specializing in the development
of ER (Extended Release) dosage forms, the IVIVR
Cooperative Working Group consists of
collaborators from the University of Maryland at
Baltimore, University College Dublin, Trinity
College Dublin, and the University of Not tingham
in the UK. The principal collaborators are: Dr.
Jackie Butler, Elan Corporation Prof. Owen
Corrigan, Trinity College Dublin Dr. lain
Cumming, Elan Corporation Dr. John Devane, Elan
Corporation Dr. Adrian Dunne, University College
Dublin Dr. Stuart Madden, Elan Corporation Dr.
Colin Melia, University of Nottingham Mr. Tom
O'Hara, Elan Corporation Dr. Deborah Piscitelli,
University of Maryland at Baltimore Dr. Araz
Raoof, Elan Corporation Mr. Paul Stark, Elan
Corporation Dr. David Y oung, University of
Maryland at Baltimore The purpose of the
workshop was to discuss new concepts and methods
in the devel opment of in vitro-in vivo relationships
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for ER products. The original idea went back ap
proximately 15 months prior to the workshop itself.

Dissolution Testing Devices Automation in

Dissolution Testing, by William A. Hanson and

For some time, the principal collaborators had been Albertha M. Paul Factors That Influence

working together on various aspects of dosage form
devel opment.

Strategies to Modify the Drug Release from
Pharmaceutical Systems John Wiley &
Sons

First Published in 1987, this book offers a
full, comprehensive guide to the process of
administering the correct dosage in
medicine. Carefully compiled and filled with
a vast repertoire of notes, diagrams, and
references this book serves as a useful
reference for students of medicine, and
other practitioners in their respective fields.
Handbook of Pharmaceutical Salts Properties,
Selection, and Use CRC Press

Introduction, Historical Highlights, and the Need
for Dissolution Testing Theories of Dissolution
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Dissolution Testing Interpretation of Dissolution
Rate Data Techniques and of In Vivo Dissolution,
by Umesh V. Banakar, Chetan D. Lathia, and John
H. Wood Dissolution of Dosage Forms Dissolution
of Modified-Release Dosage Forms Dissolution and
Bioavailability Dissolution Testing and the
Assessment of Bioavailability/Bioequivalence, by
Santosh J. Vetticaden Dissolution Rediscovered, by
John H. Wood Appendix: USP/NF Dissolution
Test.

3D Printed Mcrofluidic

Devi ces Springer Science &
Busi ness Medi a

This volune offers a

conpr ehensi ve gui de on the
t heory and practice of

anor phous solid di spersions
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(ASD) for handling chall enges specific case studies. In
associated with poorly sol ubl eaddition, dedicated sections
drugs. In twenty-three cover analytical tools and

I ncl usi ve chapters, the book technologies for

exam nes t hernodynam cs and characterization of anorphous

ki neti cs of the anorphous solid dispersions, the

state and anor phous solid prediction of |ong-term

di spersions, ASD technol ogies, stability, and the devel opnent

exci pients for stabilizing of suitable dissolution

anor phous solid di spersions nmet hods and regul atory

such as polyners, and ASD aspects. The book al so

manuf acturing technol ogi es, hi ghl i ghts future technol ogi es
I ncl udi ng spray drying, hot on the horizon, such as

nmelt extrusion, fluid bed supercritical fluid

| ayeri ng and sol vent - processi ng, nesoporous silica,

controlled mcro-precipitationKineti Sol ® and the use of non-
technol ogy (MBP). Each salt-form ng organic acids and
technology is illustrated by amno acids for the
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stabilization of anorphous current state of the field

systens. Anorphous Solid wi thin the pharnmaceuti cal

Di spersions: Theory and sci ences, presenting key
Practice is a val uable devel opnents. Content i ncl udes
reference to pharnaceuti cal drug devel opnent issues, the
scientists interested in scal e up of fornul ations,

devel opi ng bi oavai |l abl e and regul atory issues,

t herapeutically effective i ntell ectual property, solid

formul ati ons of poorly solublestate properties and
nol ecul es in order to advance pol ynorphism Witten by
t hese technol ogi es and devel opexperts in the field, this

better nedicines for the volunme in the Advances in
future. Phar maceuti cal Product

I ndi an Phar nacopoei a, 2007 Devel opnent and Research

John Wley & Sons seri es deepens our

Dosage Form Desi gn under st andi ng of dosage form
Par aneters, Volune I, desi gn paraneters. Chapters
exam nes the history and delve into a particul ar aspect
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of this fundanenta
covering principles,
nmet hodol ogi es and t he

t echnol ogi es enpl oyed by

phar maceutical scientists. In
addi tion, the book contains a
conpr ehensi ve exam nati on
suitable for researchers and
advanced students working in
phar maceutical s, cosnetics,

bi ot echnol ogy and rel at ed

I ndustries. Exam nes the

hi story and recent

devel opnents in drug dosage
forms for pharnmaceuti cal

sci ences Focuses on

physi cochem cal aspects,
prefomul ation solid state

field,
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properties and pol ynor phi sm
Cont ai ns extensive references
for further discovery and

| earning that are appropriate
f or advanced under gr aduat es,
graduat e students and those

I nterested in drug dosage
desi gn

Devel oping Solid O al
Forms CRC Press
Teaches future and current drug
devel opers the | atest

I nnovations in drug fornulation
design and optim zation This

hi ghly accessi ble, practice-

ori ented book exam nes current
approaches in the devel opnent
of drug fornul ations for
preclinical and clinical

Dosage
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studi es, including the use of
functi onal
solubility and stability.
covers oral, intravenous,
topi cal, and parentera
adm ni stration routes. The book
al so di scusses safety aspects of
drugs and excipients, as well as
regul atory issues relevant to
formul ati on. I nnovative Dosage
Fornms: Design and Devel opnent at
Early Stage starts with a | ook
at the inpact of the pol ynorphic
formof drugs on the
prefornul ati on and fornul ati on
devel opnent. It then offers
readers reliable strategies for
the fornmul ati on devel opnent of
poorly sol uble drugs. The book

It
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al so studies the rol e of

exci pients to enhance reactive inpurities fromthe

exci pients on the fornulation
shelf life; preclinica
formul ati on assessnent of new
chem cal entities; and

regul atory aspects for
fornmul ati on design. O her
chapters cover innovative
formul ati ons for special

I ndi cations, including oncol ogy
I nj ect abl es, del ayed rel ease and
depot fornul ati ons; accessing
phar macoki netics of various
dosage forns; physical
characterization techni ques to

assess anor phous nature; novel
formul ati ons for protein ora
dosage; and nore. -Provides
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I nformation that is essenti al

for the drug devel opnent effort
-Presents the | atest advances in
the field and describes in
detail innovative fornul ati ons,
such as nanosuspensi ons,

m cell es, and cocrystals

- Descri bes current approaches in
early pre-formulation to achi eve
the best in vivo results

- Addresses regul atory and safety
aspects, which are key

consi derations for

phar maceuti cal conpani es
-Includes case studies from
recent drug devel opnent prograns
toillustrate the practica
chal | enges of prefornul ation
desi gn I nnovati ve Dosage Forns:
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Desi gn and Devel opnent at Early

St age provides val uabl e benefits
to interdisciplinary drug

di scovery teans working in

I ndustry and academ a and w | |
appeal to nedicinal chem sts,
phar maceuti cal chem sts, and
phar macol ogi st s.

Nitroglycerin Sustained Rel ease
Tabl et. Fornul ati on Design and
Eval uati on CRC Press

The COSMO RS technique is a novel
met hod for predicting the

t her nodynam ¢ properties of pure
and m xed fluids which are

i mportant in many areas, ranging
fromchem cal engineering to drug
desi gn. COSMO RS, From Quant um
Chem stry to Fluid Phase

Ther nodynanmi cs and Drug Design is

May, 04 2024

Dissolution Test For Extended Release Tablets



about this novel technol ogy,
has recently proven to be the nost
reliable and efficient tool
predi ction of vapour-Iliquid
equilibria. In contrast to group
contribution nmethods, which depend
on an extrenely |arge nunber of
experinental data, COSMO RS

cal cul ates the thernodynam c data
from nol ecul ar surface polarity

di stributions, resulting from
guant um chem cal cal cul ati ons of

t he individual conpounds in the

m xture. In this book, the author
cleverly conbines a vivid overvi ew
of the partly demandi ng theoreti cal
steps with a deeper anal ysis of
their scientific background and
justification. Ainmed at theoretical

chem sts, conputational chem sts,
physi cal chem sts, chem ca
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whi ch engi neers,

for theindustria

t her nodynam ci sts as

as students, academ c and
experts, COSMO RS, From
Quantum Chem stry to Fluid Phase
Ther nrodynam cs and Drug Design
provi des a novel viewpoint to
anyone | ooking to gain nore insight
into the theory and potential of

t he uni que net hod, COSMO RS. The
only book currently avail abl e on
COSMO- RS t echni que Provi des a nove
vi ewpoint for the scientific
under st andi ng and for the practi cal
quantitative treatnent of fluid
phase thernodynam cs | ncl udes
illustrative exanples of the
COSMXx her m pr ogr am

Phar maceuti cal Dissol ution
Testing, Bioavailability,
Bi oequi val ence NDPI

1. Evolution of dissolution

wel |

and
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testing 5; 2. Theory of

di ssolution 11; 3. Theoreti cal
concepts for the rel ease of a
drug from dosage fornms 37; 4.

Ef fect of the physicochem ca
properties of the drug on

di ssolution rate 53; 5. Factors
affecting the rate of

di ssol ution of solid dosage
forms 73; 6. Effects of storage
and packagi ng on the dissolution
of drug fornul ations 107; 7.
Factors relating to the

di ssol uti on apparatus 115; 8.
Effect of the test paraneters on
di ssolution rate 145; 9.

Di ssol uti on of suspensions 173;
10. Dissolution of topical
dosage forns (creans, gels, and
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oi ntments) 189; 11. Dissolutions
of suppositories 205; 12.

Di ssol ution characteristics of
control |l ed-rel ease systens 215;
13. Methods for enhancenent of

t he drug-di ssol ution
characteristics 265; 14.

Devel opi ng a new di ssol ution

nmet hod 285; 15. Bioavailability,
definitions and historical
perspective 297; 17. In vitro
nodel i ng for drug absorption
315; 18. Pharnmacoki netic
considerations in

bi coavail ability studies 335; 19.
Bi oavailability and vari ati ons

i n drug bl ood | evels 367; 20.

Bi oavailability and the biologic
response 385; 21. Measurenents
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of bioavailability 399; 22.
General issues to be considered
i n conducting bioavailability
studi es 415; 23. Bioavailability
of controlled-rel ease dosage
forms 425; 24. In vivo rel ease
and bi oavailability of topical
preparations 437; 25. Methods
for enhancenent of

bi oavail ability 455; 26.

Bi oequi val ence: gener al
definitions 477; 27.

Bi oequi val ence: case histories
481; 28. Correlation of in vitro
rate of dissolution with in vivo
bi oavailability 491; 29.

Det erm nati on of bi oequival ence
and its regul atory aspects 517;
30. The official bioequival ence
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protocols and therapeutic
equi val ence 533.

Aul ton' s Pharmaceutics John
Wley & Sons

Particularly in healthcare
fields, there is grow ng
novenent away fromtraditiona

| ecture style course towards
active learning and team based
activities to inprove | earning
and build higher |evel thinking
t hrough application of conpl ex
problens with a strong
foundation of facts and dat a.
Essential Pharmaceutics is
suited to this nodern teaching
style, and is the first book of
its kind to provide the
resources and skills needed for
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successf ul
active | earning pharnaceutics
course. This text offers a format
that is specifically suited for
I ntegration in an active

| earni ng, team based cl assroom
setting. It is ideal for self-

| earni ng for the beginning

phar maceuti cs student, based
upon the extensive utilization
of figures, tables, and its
overview of essential topics in
phar maceutics. Al so unique to
this text is the integration of
case studi es based upon nodern
phar maceuti cal products which
are designed to reinforce

| nportance pharnmaceutica
concepts and teach essenti al
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i npl enentation of an skills in literature review and

pat ent searching. Case studies
covering all topics covered in
the text have been devel oped by
the authors that all ow

application of the content in
the flipped-classroom

phar maceuti cal course.

Dosage Form Design Paraneters
Wrld Health Organization
Controll ed Release in Oral Drug

Del i very provides focus on
specific topics, conplenenting
ot her books in the initial CRS
series. Each chapter sets the
context for the inventions
descri bed and describe the

| atitude that the inventions

allow. In order to provide sonme
simlar look to each chapter, the
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coverage includes the historical Editi on thoroughly exam nes
overview, candidate drugs, factors the speci al equi prent and
i nfl uenci ng desi gn and devel opnent, met hods used to test whet her

formul ati on and manufacturing and q | d ad t el
delivery system design. This vol une rugs are relcased adequate'y

was written along three main when adm ni stered orally. The
sections: the relevant anatony and contributors di scuss net hods
physi ol ogy, a discussion on for accurately establishing

candi dates for oral drug delivery gnd vali dati ng in vitro/in
and the mgjor three groups of vivo correlations for both MR

controll ed rel ease systens: d IR f | ati Il
di ffusion control (swelling and an ornutations, as we

inert matrices); environnental as alternative approaches for
control (pH sensitive coatings, MR an

time control, enzymatic control, The | npact of Food Bioactives on
pressure control) and finally Heal t h Spri nger

['ipidic systens. Qui des readers on the proper use
Ext ended- Rel ease Dosage Forns of in vitro drug rel ease

El sevi er nmet hodol ogies in order to eval uate

the performance of special dosage

O al Dr ug Absorptl on, Second forms In the | ast decade, the
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application of drug rel ease testingdescribes the different techniques

has wi dened to a variety of
novel / speci al dosage forns.
order to predict the in vivo
behavi or of such dosage forns, the
desi gn and devel opnent of the in
vitro test nmethods need to take
into account various aspects,

i ncludi ng the dosage form design
and the conditions at the site of
application and the site of drug
rel ease. This uni que book is the
first to cover the field of in
vitro rel ease testing of special
dosage forns in one vol une.
Featuring contributions from an

i nternational team of experts, it
presents the state of the art of
the use of in vitro drug rel ease
met hodol ogi es for assessing speci al
dosage forns’ performances and

In
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required for each one. In Vitro
Drug Rel ease Testing of Speci al
Dosage Forns covers the in vitro
rel ease testing of: |ipid based
oral formul ations; chewabl e oral
drug products; injectables; drug
eluting stents; inhalation
products; transdermal fornulations;
topi cal fornul ations; vagi nal and
rectal delivery systens and
opht hal m cs. The book concl udes
with a |l ook at regul atory aspects.
Covers both oral and non-oral
dosage forns Describes current
regul atory conditions for in vitro
drug rel ease testing Features
contributions fromwell respected
gl obal experts in dissolution
testing In Vitro Drug Rel ease
Testing of Special Dosage Forns
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will find a place on the
bookshel ves of anyone working with

speci al dosage forns, dissolution
testing, drug fornulation and
del i very, pharnmaceutics, and

regul atory affairs.

Anal ysis of Pharmaceuticals by
Capillary El ectrophoresis CRC
Press

Explore the | atest research in
bi ophar maceutics from | eadi ng
contributors in the field In
Bi opharmaceutics - From
Fundanental s to I ndustri al
Practice, distinguished
Scientists fromthe UK's
Acadeny of Pharnmaceuti cal

Sci ences Bi opharmaceuti ca Focus
G oup deliver a conprehensive
exam nation of the tools used
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within the field of

bi ophar maceutics and their
applications to drug

devel opnment. This edited vol une
I s an indi spensable tool for
anyone seeking to better
understand the field of

bi opharmaceutics as it rapidly
devel ops and evol ves. Begi nni ng
W th an expansive introduction
to the basics of

bi ophar maceuti cs and the context
that underpins the field, the

I ncl uded resources go on to

di scuss how bi ophar naceutics are
i ntegrated into product

devel opnment within the
pharmaceuti cal industry.

Expl orations of how the
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regul atory aspects of di ssol ution Practi cal

bi ophar maceuti cs function, as di scussi ons of the use of

wel | as the inpact of physiol ogy bi opharmaceutics to inform

and anatony on the rate and candi date drug sel ecti on and
extent of drug absorption, optim zation, as well as
follow Readers will find bi ophar maceutics tools for

I nsi ghtful discussions of rational formulation design In-
physi ol ogi cal |l y based nodeling depth exam nations of

as a val uable asset in the bi ophar maceuti cs cl assification

bi ophar maceutics tool kit and how systens and regul atory
to apply the principles of the biopharmaceutics, as well as

field to special popul ations. regul at ory bi opharnaceutics and
The book goes on to discuss: t he i npact of anatony and

Thor ough introductions to physi ol ogy Perfect for

bi ophar maceutics, basic prof essi onals working in the
phar macoki neti cs, and phar maceuti cal and

bi ophar maceuti cs neasures bi ophar maceuti cal industries,
Conpr ehensi ve expl orati ons of Bi ophar naceutics - From
solubility, perneability, and Fundanentals to I ndustri al
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Practice is an incisive and up-
to-date resource on the
practical, pharmaceuti cal
applications of the field.
Basi c Tests for Pharnaceuti cal
Dosage Forns Academ c Press
Descri bes anal ytical nethods
devel opnent, optim zation and

val i dation, and provi des exanpl es
of successful nethods devel opnent
and validation in high-performance
liquid chromat ography (HPLC)
areas. The text presents an
overvi ew of Food and Drug

Adm ni stration (FDA)/International
Conf erence on Harnoni zati on (I CH)
regul atory gui del i nes, conpliance
with validation requirenments for
regul atory agenci es, and net hods
validation criteria stipulated by
t he US Pharmacopi a, FDA and | CH.
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Ccul ar Transporters and
Receptors Springer Nature

The hi ghly experienced aut hors
here present readers with step-
W se, detail-conscious

i nformation to develop quality
phar maceuti cals. The book is
made up of carefully crafted
sections introducing key
concepts and advances in the
areas of dissolution, BA/ BE,
BCS, IVIC, and product quality.
It provides a specific focus on
the integration of regulatory
consi derations and i ncl udes
case histories highlighting the
bi ophar maceuti cs strategies
adopted i n devel opnent of
successful drugs.
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Anal yti cal Method Devel opnent
and Val i dation Anerican Bar
Associ ati on

Dosage Form Design Paraneters,
Vol ume |1, exam nes the history
and current state of the field
wi thin the pharnmaceutica

sci ences, presenting key

devel opnments. Content includes
drug devel opnent issues, the
scal e up of formulations,

regul atory issues, intellectua
property, solid state
properties and pol ynor phi sm
Witten by experts in the
field, this volune in the
Advances in Pharmaceuti cal
Product Devel opnent and
Research series deepens our
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under st andi ng of dosage form
desi gn paraneters. Chapters
delve into a particul ar aspect
of this fundanental field,
covering principles,

nmet hodol ogi es and t he

t echnol ogi es enpl oyed by

phar maceutical scientists. In
addition, the book contains a
conpr ehensi ve exam nati on
suitable for researchers and
advanced students working in
phar maceuti cal s, cosnetics,

bi ot echnol ogy and rel ated

| ndustries. Exam nes the history
and recent devel opnents in drug
dosage fornms for pharnmaceutica
sci ences Focuses on

physi cochem cal aspects,
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prefonul ation solid state
properties and pol ynor phi sm
Cont ai ns extensive references
for further discovery and

| earning that are appropriate
for advanced under gr aduat es,
graduat e students and those

I nterested in drug dosage design
Oral Drug Absorption Springer

Sci ence & Business Medi a

Aut hored by | eadi ng experts from
academ a, users and manufacturers,
this book provides an
authoritative account of the

sci ence and technol ogy involved in
mul ti particul ate drug delivery
systens which offer superior
clinical and technical advantages
over many ot her specialized
approaches in drug delivery. The
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book wi Il cover market trends,
potential benefits and fornul ation
chal I enges for various types of

mul tiparticul ate systens. Drug
solubility, dose, chem stry and

t herapeutic indications as well as
excipient suitability coupled with
manuf acturing nmethods wll be fully
covered. Key approaches for taste-
maski ng, del ayed rel ease and

ext ended rel ease of

mul tiparticul ates systens are of
significant interest, especially
their in-vivo and in-vitro
performance. In addition, the
principles of scal e-up, @D, and
regul atory aspects of common
materials used in this technol ogy
will be explained, as well as
recent advances in materials and
equi pnent enabling robust, flexible
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and cost-effecti ve nanuf act ure.
Case studies illustrating best

adm ni stration."

Generic Drug Product

practices will also nake the book 4 pDevel opment Acadeni ¢ Press
val uabl e resource to pharmaceuti cal Since the earliest dosage forns

scientists in industry and
academ a

In Vitro Drug Rel ease Testing
of Special Dosage Fornms GRIN
Ver | ag

"Conpl etely revised and
expanded t hroughout. Presents
a conprehensi ve integrated,
sequenced approach to drug
dosage fornul ati on, design,
and eval uation. Indentifies

t he phar macodynam ¢ and

physi cochem cal factors

I nfl uenci ng drug action

t hrough vari ous routes of
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to nodern drug delivery
systens, cane a great

devel opnment and growt h of

knowl edge with respect to drug
delivery. Strategies to Mdify
the Drug Rel ease from

Phar maceuti cal Systens w |
address principles, systens,
applications and advances in
the field. It will be
principally a textbook and a
reference source of strategies
to nodify the drug rel ease.

Mor eover, the characterization,
mat hemati cal and
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physi cochem cal nodel s,
applications and the systens
wi |l be discussed. Addresses the
principl es, systens,
applications and advances in the
field of drug delivery

Hi ghli ghts the mat hematical and
physi cochem cal principles
related to strategies Discusses
drug release and its possible
nodi fi cations
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