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The Handbook of Pharmaceutical Manufacturing Formulations, Third Edition:
Volume One, Compressed Solid Products is an authoritative and practical
guide to the art and science of formulating drugs for commercial
manufacturing. With thoroughly revised and expanded content, this first
volume of a six-volume set, compiles data from FDA new drug applications,
patent applications, and other sources of generic and proprietary
formulations to cover the broad spectrum of GMP formulations and issues in
using these formulations in a commercial setting. A must-have collection for
pharmaceutical manufacturers, educational institutions, and regulatory
authorities, this is an excellent platform for drug companies to benchmark
their products and for generic companies to formulate drugs coming off
patent.
The fourth volume in the six-volume Handbook of Pharmaceutical
Manufacturing Formulations, this book covers semi-solid drugs. It includes
ointments, lotions, gels, and suppositories, from publicly available but widely
dispersed information from FDA New Drug Applications (NDA), patent
applications, and the BASF book of generic formulations. Each entry begins
with a fully validated scaleable manufacturing formula that includes
compendial specification requirement for each ingredient, in-process
controls for manufacturing and release of product, a summary of
manufacturing process, and details of packaging.
The Handbook of Pharmaceutical Manufacturing Formulations, Third Edition
is an authoritative and practical guide to the art and science of formulating
drugs for commercial manufacturing. With thoroughly revised and expanded
content, this six-volume set compiles data from FDA new drug applications,
patent applications, and other sources of generic and proprietary
formulations to cover the broad spectrum of GMP formulations and issues in
using these formulations in a commercial setting. A must-have collection for
pharmaceutical manufacturers, educational institutions, and regulatory
authorities, this is an excellent platform for drug companies to benchmark
their products and for generic companies to formulate drugs coming off
patent.
Liquid Products
Volume Three, Liquid Products
Volume One, Compressed Solid Products
An authoritative and practical guide to the art and science of formulating
drugs. With thoroughly revised and expanded content, this Second Edition
six-volume set compiles volumes from FDA New Drug Applications, patent
applications, and other sources of generic and proprietary formulations to
cover the broad spectrum of issues concerning drug manufacturing. A musthave collection for pharmaceutical manufacturers, educational institutions,
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and regulatory authorities, this set is an excellent platform for drug
companies to benchmark their products and for generic companies to
formulate drugs coming off patent. As the largest reference on
pharmaceutical formulations, this handbook also provides guidelines on
how to file aNDAs in the shortest possible time, helping pharmaceutical
companies to cut costs in the areas of pharmaceutical research and
development. Divided conveniently into two parts—regulatory and
manufacturing guidelines, and formulations—each volume in the set covers:
cGMP compliance pre-approval inspections stability and bioequivalence
testing packaging commodity development common difficulties in
formulating drugs changes to aNDAs
Over-the-Counter products comprise a special category of healthcare
products. While these formulations have much in common with their
prescription counterparts, they are presented in this series separately
because of their development approach taken, labeling considerations
required, and support available from suppliers of ingredients in designing
Pharmaceutical Preformulation and Formulation: A Practical Guide from
Candidate Drug Selection to Commercial Dosage Form reflects the
mounting pressure on pharmaceutical companies to accelerate the new
drug development and launch process, as well as the shift from developing
small molecules to the growth of biopharmaceuticals. The book meets the
need for advanced information for drug preformulation and formulation and
addresses the current trends in the continually evolving pharmaceutical
industry. Topics include: Candidate drug selection Drug discovery and
development Preformulation predictions and drug selections Product
design to commercial dosage form Biopharmaceutical support in
formulation Development The book is ideal for practitioners working in the
pharmaceutical arena—including R&D scientists, technicians, and
managers—as well as for undergraduate and postgraduate courses in
industrial pharmacy and pharmaceutical technology.
Handbook of Pharmaceutical Manufacturing Formulations, Third Edition
Volume Five, Over-the-Counter Products
The Science and Technology of Dosage Forms
Providing methodologies that can serve as a reference point for new formulations, the
second volume covers uncompressed solids, which include formulations of powders,
capsules, powders ready for reconstitution, and other similar products.Highlights from
Uncompressed Solid Products, Volume Two include:the fundamental issues of good
manufacturin
The fourth volume in the series covers the techniques and technologies involved in the
preparation of semisolid products such as ointments, creams, gels, suppositories, and
special topical dosage forms. Drug manufacturers need a thorough understanding of the
specific requirements that regulatory agencies impose on the formulation and efficacy
deter
While liquid drugs do not share the compression problems of solid dosage forms, the
filling problems of powder dosage forms, or the consistency problems of semisolid dosage
forms, they do have their own set of considerations in the formulation and manufacturing
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stages. Highlights from Liquid Products, Volume Three include: practical details involved
in complying with the current good manufacturing practice requirements in liquid
manufacturing access to what an FDA auditor would be looking for during a liquid
manufacturing audit issues that may arise during a US FDA inspection the protocols used
for stability testing for new drugs and new dosage forms, drawn from the most current
ICH guidelines
Pharmaceutical Manufacturing Handbook
Handbook of Pharmaceutical Manufacturing Formulations
Over-the-Counter Products (Volume 5 of 6)
The fifth volume in the series, this book covers over-thecounter products, which include formulations of products
classified by the US FDA under the OTC category. Each entry
begins with a fully validated scaleable manufacturing formula
and a summary of manufacturing process. The book provides a
detailed discussion on the difficulties encountered in
formulating and manufacturing OTC products. The section on
regulatory and manufacturing guidance deals with the topics of
cGMP practices for the OTC drug products, formulations of solid
oral dosage forms, oral solutions and suspensions, validation of
cleaning process, in addition to providing quick tips on
resolving the common problems in formulating OTC drugs.
The Handbook of Pharmaceutical Manufacturing Formulations, Third
Edition: Volume Five, Over-the-Counter Products is an
authoritative and practical guide to the art and science of
formulating drugs for commercial manufacturing. With thoroughly
revised and expanded content, this fifth volume of a six-volume
set, compiles data from FDA and EMA new drug applications,
patents and patent applications, and other sources of generic
and proprietary formulations including author’s own experience,
to cover the broad spectrum of cGMP formulations and issues in
using these formulations in a commercial setting. A must-have
collection for pharmaceutical manufacturers, educational
institutions, and regulatory authorities, this is an excellent
platform for drug companies to benchmark their products and for
generic companies to formulate drugs coming off patent.
Features: ? Largest source of authoritative and practical
formulations, cGMP compliance guidance and self-audit
suggestions ? Differs from other publications on formulation
science in that it focuses on readily scalable commercial
formulations that can be adopted for cGMP manufacturing ?
Tackles common difficulties in formulating drugs and presents
details on stability testing, bioequivalence testing, and full
compliance with drug product safety elements ? Written by a wellrecognized authority on drug and dosage form development
including biological drugs and alternative medicines
While liquid drugs do not share the compression problems of
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solid dosage forms, the filling problems of powder dosage forms,
or the consistency problems of semisolid dosage forms, they do
have their own set of considerations in the formulation and
manufacturing stages.Highlights from Liquid Products, Volume
Three include:practical details invo
Design and Manufacture of Pharmaceutical Tablets
Sterile Products (Volume 6 of 6)
Volume Two, Uncompressed Solid Products
Formulation is a key step in the drug design process, where the active drug is combined with
other substances that maximise the therapeutic potential, safety and stability of the final
medicinal product. Modern formulation science deals with biologics as well as small molecules.
Regulatory and quality demands, in addition to advances in processing technologies, result in
growing challenges as well as possibilities for the field. Pharmaceutical Formulation provides
an up to date source of information for all who wish to understand the principles and practice
of formulation in the drug industry. The book provides an understanding of the links between
formulation theory and the practicalities of processing in a commercial environment, giving
researchers the knowledge to produce effective pharmaceutical products that can be approved
and manufactured. The first chapters introduce readers to different dosage forms, including
oral liquid products, topical products and solid dosage forms such as tablets and capsules.
Subsequent chapters cover pharmaceutical coatings, controlled release drug delivery and
dosage forms designed specifically for paediatric and geriatric patients. The final chapter
provides an introduction to the vital role intellectual property plays in drug development.
Covering modern processing methods and recent changes in the regulatory and quality
demands of the industry, Pharmaceutical Formulation is an essential, up to date resource for
students and researchers working in academia and in the pharmaceutical industry.
The Handbook of Pharmaceutical Manufacturing Formulations, Third Edition: Volume
Three, Liquid Products is an authoritative and practical guide to the art and science of
formulating drugs for commercial manufacturing. With thoroughly revised and expanded
content, this third volume of a six-volume set, compiles data from FDA and EMA new drug
applications, patents and patent applications, and other sources of generic and proprietary
formulations including author’s own experience, to cover the broad spectrum of cGMP
formulations and issues in using these formulations in a commercial setting. A must-have
collection for pharmaceutical manufacturers, educational institutions, and regulatory
authorities, this is an excellent platform for drug companies to benchmark their products and
for generic companies to formulate drugs coming off patent. Features:  Largest source of
authoritative and practical formulations, cGMP compliance guidance and self-audit
suggestions  Differs from other publications on formulation science in that it focuses on
readily scalable commercial formulations that can be adopted for cGMP manufacturing 
Tackles common difficulties in formulating drugs and presents details on stability testing,
bioequivalence testing, and full compliance with drug product safety elements  Written by a
well-recognized authority on drug and dosage form development including biological drugs
and alternative medicines
Design and Manufacture of Pharmaceutical Tablets offers real world solutions and outcomes
of formulation and processing challenges of pharmaceutical tablets. This book includes
numerous practical examples related to actual formulations that have been validated and
marketed and covers important data in the areas of stability, dissolution, bioavailibity and
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processing. It provides important background and theoretical information on design and
manufacturing and includes a full section dedicated to design experimental methodology and
statistics. In addition, this book offers a a general discussion of excipients used in proper tablet
design along with practical examples related to excipients. Drug development scientists in
industry and academia, as well as students in the pharmaceutical sciences will greatly benefit
from the practical knowledge and case examples provided throughout this book. Incorporates
important mathematical models and computational applications Includes unique content on
central composite design and augmented simplex lattice Provides background on important
design principles with emphasis on quality-based design (QBD) of pharmaceutical dosage
forms
Pharmaceutical Formulation
Handbook of Pharmaceutical Manufacturing Formulations, Second Edition
Drugs & Pharmaceutical Technology Handbook
The third volume in the six-volume Handbook of Pharmaceutical Manufacturing
Formulations, this book covers liquid drugs, which include formulations of nonsterile drugs administered by any route in the form of solutions (monomeric and
multimeric), suspensions (powder and liquid), drops, extracts, elixirs, tinctures,
paints, sprays, colloidons, emul
The sixth volume in the six-volume Handbook of Pharmaceutical Manufacturing
Formulations, this book covers the sterile products, which include formulations of
injections, ophthalmic products and other products labeled as sterile, from
publicly available but widely dispersed information from FDA New Drug
Applications (NDA), patent applications, and other sources of generic and
proprietary formulations. Each entry begins with a fully validated scaleable
manufacturing formula and a summary of manufacturing process. The book
provides a detailed discussion on the difficulties encountered in formulating and
manufacturing sterile products, the common elements of formulation. The section
on regulatory and manufacturing guidance deals with the topics inspection of
sterile products manufacturing facilities, new drug application for sterilized
products, in addition to providing quick tips on resolving the common problems in
formulating sterile products as well as the scope of details included in the series
for all dosage forms.
The second volume in the six-volume Handbook of Pharmaceutical Manufacturing
Formulations, this book covers uncompressed solids, which include formulations
of powders, capsules, powders ready for reconstitution and other similar products
from publicly available but widely dispersed information from FDA New Drug
Applications (NDA), patent applications, and other sources of generic and
proprietary formulations. Each entry begins with a fully validated scaleable
manufacturing formula and a summary of manufacturing process. The book
provides a detailed discussion on the difficulties encountered in formulating and
manufacturing uncompressed drugs and the common elements of formulations.
Compressed Solid Products (Volume 1 of 6)
Over-the-Counter Products
Liquid Products (Volume 3 of 6)

The Handbook of Pharmaceutical Manufacturing Formulations, Third
Edition: Volume Two, Uncompressed Solid Products is an
authoritative and practical guide to the art and science of
formulating drugs for commercial manufacturing. With thoroughly
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revised and expanded content, this second volume of a six-volume
set, compiles data from FDA and EMA new drug applications,
patents and patent applications, and other sources of generic
and proprietary formulations including author’s own experience,
to cover the broad spectrum of cGMP formulations and issues in
using these formulations in a commercial setting. A must-have
collection for pharmaceutical manufacturers, educational
institutions, and regulatory authorities, this is an excellent
platform for drug companies to benchmark their products and for
generic companies to formulate drugs coming off patent.
Features:  Largest source of authoritative and practical
formulations, cGMP compliance guidance and self-audit
suggestions  Differs from other publications on formulation
science in that it focuses on readily scalable commercial
formulations that can be adopted for cGMP manufacturing 
Tackles common difficulties in formulating drugs and presents
details on stability testing, bioequivalence testing, and full
compliance with drug product safety elements  Written by a wellrecognized authority on drug and dosage form development
including biological drugs and alternative medicines
Pharmaceutical formulations remain as much an art today as they
have evolved into complex science. With exponential growth of
generic formulations, the need for ready formulations has
increased. Essentially a cookbook for making drugs, the sixvolume handbook contains the recipes and process steps for over
2000 drugs, including a number of biotechnology drugs. This
first volume covers tablets, both coated and uncoated and oral
powders. The author has painstakingly assembled this book from
FDA New Drug Applications, patent applications and the BASF book
of generic formulations, all supplemented by his 30-plus years
of experience in pharmaceutical formulations.
The largest category of pharmaceutical formulations, comprising
almost two-thirds of all dosage forms, compressed solids present
some of the greatest challenges to formulation scientists. The
first volume, Compressed Solid Products, tackles these
challenges head on.Highlights from Compressed Solid Products,
Volume One include:formulations for
Production and Processes
Uncompressed Solid Products (Volume 2 of 6)
Compressed Solid Products
The Handbook of Pharmaceutical Manufacturing Formulations, Third Edition: Volume
Four, Semisolid Products is an authoritative and practical guide to the art and science
of formulating drugs for commercial manufacturing. With thoroughly revised and
expanded content, this fourth volume of a six-volume set, compiles data from FDA and
EMA new drug applications, patents and patent applications, and other sources of
generic and proprietary formulations including author’s own experience, to cover the
broad spectrum of cGMP formulations and issues in using these formulations in a
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commercial setting. A must-have collection for pharmaceutical manufacturers,
educational institutions, and regulatory authorities, this is an excellent platform for drug
companies to benchmark their products and for generic companies to formulate drugs
coming off patent. Features: ? Largest source of authoritative and practical
formulations, cGMP compliance guidance and self-audit suggestions ? Differs from
other publications on formulation science in that it focuses on readily scalable
commercial formulations that can be adopted for cGMP manufacturing ? Tackles
common difficulties in formulating drugs and presents details on stability testing,
bioequivalence testing, and full compliance with drug product safety elements ? Written
by a well-recognized authority on drug and dosage form development including
biological drugs and alternative medicines
The Handbook of Pharmaceutical Manufacturing Formulations, Third Edition: Volume
Six, Sterile Products is an authoritative and practical guide to the art and science of
formulating drugs for commercial manufacturing. With thoroughly revised and
expanded content, this sixth volume of a six-volume set, compiles data from FDA and
EMA new drug applications, patents and patent applications, and other sources of
generic and proprietary formulations including author’s own experience, to cover the
broad spectrum of cGMP formulations and issues in using these formulations in a
commercial setting. A must-have collection for pharmaceutical manufacturers,
educational institutions, and regulatory authorities, this is an excellent platform for drug
companies to benchmark their products and for generic companies to formulate drugs
coming off patent. Features: ? Largest source of authoritative and practical
formulations, cGMP compliance guidance and self-audit suggestions ? Differs from
other publications on formulation science in that it focuses on readily scalable
commercial formulations that can be adopted for cGMP manufacturing ? Tackles
common difficulties in formulating drugs and presents details on stability testing,
bioequivalence testing, and full compliance with drug product safety elements ? Written
by a well-recognized authority on drug and dosage form development including
biological drugs and alternative medicines
This handbook features contributions from a team of expert authors representing the
many disciplines within science, engineering, and technology that are involved in
pharmaceutical manufacturing. They provide the information and tools you need to
design, implement, operate, and troubleshoot a pharmaceutical manufacturing system.
The editor, with more than thirty years' experience working with pharmaceutical and
biotechnology companies, carefully reviewed all the chapters to ensure that each one is
thorough, accurate, and clear.
Sterile Products
Volume Six, Sterile Products

Drugs and pharmaceutical industry plays a vital role in the economic
development of a nation. It is one of the largest and most advanced sectors
in the world, acting as a source for various drugs, medicines and their
intermediates as well as other pharmaceutical formulations. India has come
a long way in this field, from a country importing more than 95% of its
requirement of drugs and pharmaceuticals; India now is exporting it even to
developed countries. Being the intense knowledge driven industry, it offers
innumerable business opportunities for the investors/ corporate the world
over. The existence of well defined and strong pharmaceutical industry is
important for promoting and sustaining research and developmental efforts
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and initiatives in an economy as well as making available the quality
medicines to all at affordable prices. That is, it is essential to improve the
health status of the individuals as well as the society as a whole, so that
positive contributions could be made to the economic growth and regional
development of a country. On the global platform, India holds fourth position
in terms of volume and thirteenth position in terms of value of production in
pharmaceuticals. The pharmaceutical industry has been producing bulk
drugs belonging to all major therapeutic groups requiring complicated
manufacturing processes as well as a wide range of pharmaceutical
machinery and equipments. The modern Indian Pharmaceutical Industry is
recent and its foundation was laid in the beginning of the current century.
The pharmaceutical industry can be broadly categorised as bulk drugs,
formulations, IV fluids and pharmaceutical aids (such as medical equipment,
hospital disposables, capsules, etc.). Special feature of the pharmaceutical
industry is a large number of manufacturers in the small scale sector. The
government is also encouraging the SSI sector providing some incentives.
The recent developments in the technology and R & D work in this field have
led to the increased growth rate of industries and have established Indian
Pharmaceutical industries in the international market. The content of the
book includes information about properties, general methods of analysis,
methods of manufacture, of different types of drugs and pharmaceuticals.
Some of the fundamentals of the book are polymeric materials used in drug
delivery systems , theoretical aspects of friction and lubrication , a
convenient method for conversion of quinine to quinidine, formulation and
evaluation of bio-available enteric-coated erythromycin and metronidazole
tablets, extraction of virginiamycin, antipyretics and analgesics, column
chromatographic assay of aspirin tablets, differentiating titration of
phenacetin and caffeine, infrared spectra of some compounds of
pharmaceutical interest etc. This book covers an intensive study on
manufacturing, production, formulation and quality control of drugs and
pharmaceuticals with technology involved in it. This book is an invaluable
resource for technologists, professionals and those who want to venture in
this field.
The third volume in the six-volume Handbook of Pharmaceutical
Manufacturing Formulations, this book covers liquid drugs, which include
formulations of non-sterile drugs administered by any route in the form of
solutions (monomeric and multimeric), suspensions (powder and liquid),
drops, extracts, elixirs, tinctures, paints, sprays, colloidons, emulsions,
aerosols, and other fluid preparations from publicly available but widely
dispersed information from FDA New Drug Applications (NDA), patent
applications, and other sources of generic and proprietary formulations.
Each entry begins with a fully validated scaleable manufacturing formula
and a summary of manufacturing process. The book provides a detailed
discussion on the difficulties encountered in formulating and manufacturing
liquid drugs and the common elements of formulation. The section on
regulatory and manufacturing guidance deals with the topics of changes to
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approved NDAs and aNDAs, post-approval changes to semisolid drugs,
global manufacturing practices and guidelines, compliance program
guidance manual for FDA staff covering drug manufacturing inspections
program, waiver of in vivo bioavailability studies for immediate release solid
drugs based on a biopharmaceutics classification, in addition to providing
quick tips on resolving the common problems in formulating uncompressed
drugs.
No other area of regulatory compliance receives more attention and scrutiny
by regulatory authorities than the regulation of sterile products, for obvious
reasons. With the increasing number of potent products, particularly the new
line of small protein products, joining the long list of proven sterile products,
the technology of manufacturing ster
Semisolid Products (Volume 4 of 6)
Volume Four, Semisolid Products
Semisolid Products

Handbook of Pharmaceutical Manufacturing Formulations
A Practical Guide from Candidate Drug Selection to Commercial Dosage Form
Pharmaceutical Preformulation and Formulation
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