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In recent years, emerging trends in the design and development of drug products have
indicated ever greater need for integrated characterization of excipients and in-depth
understanding of their roles in drug delivery applications. This book presents a concise
summary of relevant scientific and mechanistic information that can aid the use of
excipients in formulation design and drug delivery applications. Each chapter is
contributed by chosen experts in their respective fields, which affords truly in-depth
perspective into a spectrum of excipient-focused topics. This book captures current
subjects of interest – with the most up to date research updates – in the field of
pharmaceutical excipients. This includes areas of interest to the biopharmaceutical
industry users, students, educators, excipient manufacturers, and regulatory bodies
alike.
Polymers are one of the most fascinating materials of the present era finding their
applications in almost every aspects of life. Polymers are either directly available in
nature or are chemically synthesized and used depending upon the targeted
applications.Advances in polymer science and the introduction of new polymers have
resulted in the significant development of polymers with unique properties. Different
kinds of polymers have been and will be one of the key in several applications in many
of the advanced pharmaceutical research being carried out over the globe. This
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4-partset of books contains precisely referenced chapters, emphasizing different kinds
of polymers with basic fundamentals and practicality for application in diverse
pharmaceutical technologies. The volumes aim at explaining basics of polymers based
materials from different resources and their chemistry along with practical applications
which present a future direction in the pharmaceutical industry. Each volume offer deep
insight into the subject being treated. Volume 1: Structure and Chemistry Volume 2:
Processing and Applications Volume 3: Biodegradable Polymers Volume 4: Bioactive
and Compatible Synthetic/Hybrid Polymers
In this era of increased pharmaceutical industry competition, success for generic drug
companies is dependent on their ability to manufacture therapeutic-equivalent drug
products in an economical and timely manner, while also being cognizant of patent
infringement and other legal and regulatory concerns. Generic Drug Product
Development: Solid Oral Dosage Forms, Second Edition presents in-depth discussions
from more than 30 noted specialists describing the development of generic drug
products—from the raw materials to the development of a therapeutic-equivalent drug
product to regulatory approval. Major topics discussed include: Active pharmaceutical
ingredients Experimental formulation development, including a new section on Quality
by Design (QbD) Scale-up Commercial product formulation Quality control and
bioequivalence Drug product performance ANDA regulatory process Post-approval
changes Post-marketing surveillance Legislative and patent challenges This second
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edition also contains a new chapter on the relationship between the FDA and the
United States Pharmacopeia and in Chapter 4, using specific examples, the application
of Quality by Design (QbD) during formulation development is examined.The book is a
thorough guide to the development of solid oral generic dosage formulations. This
textbook is ideal for the pharmaceutical industry, graduate programs in pharmaceutical
sciences, and health professionals working in the area of generic drug development.
Ranging from studies on the structure and function of the skin to research on a wide
array of cosmetic compounds, this Second Edition updates readers on the latest
regulatory guidelines, new cosmetic ingredients, state-of-the-art safety assessment
technologies, and anticipated trends in the market-keeping pace with rapid
advancements in chemistry, physics, biology, cosmetology, and toxicology to stand
alone as the foremost guide to the subject.
Annotation The review focuses on the use of pharmaceutical polymer for controlled
drug delivery applications. Examples of pharmaceutical polymers and the principles of
controlled drug delivery are outlined and applications of polymers for controlled drug
delivery are described. The field of controlled drug delivery is vast therefore this review
aims to provide an overview of the applications of pharmaceutical polymers. The review
is accompanied by approximately 250 abstracts taken from papers and books in the
Rapra Polymer Library database, to facilitate further reading on this subject.
Describes the chemical and physical properties of pharmaceutical excipients. Each
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monograph contains nonproprietary names, synonyms, chemical name and CAS
registry number, empirical formula and molecular weight, structural formula, functional
category, applications in pharmaceutical formulation or technology, description,
pharmacopeial specifications, typical propertics, stability and storage conditions,
incompatibilities, method of manufacture, safety, handling precautions, regulatory
status, pharmacopeias, related substances, comments, specific references, general
references, and authors.
An introduction to pharmaceutical chemistry for undergraduate pharmacy, chemistry
and medicinal chemistry students. Essentials of Pharmaceutical Chemistry is a
chemistry introduction that covers all of the core material necessary to provide an
understanding of the basic chemistry of drug molecules. Now a core text on many
university courses, it contains numerous worked examples and problems. The 4th
edition includes new chapters on Chromatographic Methods of Analysis, and Medicinal
Chemistry - The Science of Drug Design.
There are unique challenges in the formulation, manufacture, analytical chemistry, and
regulatory requirements of low-dose drugs. This book provides an overview of this
specialized field and combines formulation, analytical, and regulatory aspects of lowdose development into a single reference book. It describes analytical methodologies
like dissolution testing, solid state NMR, Raman microscopy, and LC-MS and presents
manufacturing techniques such as granulation, compaction, and compression.
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Complete with case studies and a discussion of regulatory requirements, this is a core
reference for pharmaceutical scientists, regulators, and graduate students.
Parenteral Medications is an authoritative, comprehensive reference work on the
formulation and manufacturing of parenteral dosage forms, effectively balancing
theoretical considerations with practical aspects of their development. Previously
published as a three-volume set, all volumes have been combined into one
comprehensive publication that addresses the plethora of changes in the science and
considerable advances in the technology associated with these products and routes of
administration. Key Features: Provides a comprehensive reference work on the
formulation and manufacturing of parenteral dosage forms Addresses changes in the
science and advances in the technology associated with parenteral medications and
routes of administration Includes 13 new chapters and updated chapters throughout
Contains the contributors of leading researchers in the field of parenteral medications
Uses full color detailed illustrations, enhancing the learning process The fourth edition
not only reflects enhanced content in all the chapters but also highlights the rapidly
advancing formulation, processing, manufacturing parenteral technology including
advanced delivery and cell therapies. The book is divided into seven sectionss: Section
1 - Parenteral Drug Administration and Delivery Devices; Section 2 - Formulation
Design and Development; Section 3 - Specialized Drug Delivery Systems; Section 4 Primary Packaging and Container Closure Integrity; Section 5 - Facility Design and
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Environmental Control; Section 6 - Sterilization and Pharmaceutical Processing;
Section 7 - Quality Testing and Regulatory Requirements
A key text for all those involved in pharmacovigilance. Detection of new adverse drug
reactions is fundamental to the protection of patients from harm that may occur as a
result of medication. This book explores the methods used to investigate new adverse
drug reactions, discussing all elements from the scientific background and animal
toxicology through to worldwide regulatory and ethical issues. Stephens' Detection of
New Adverse Drug Reactions provides comprehensive and up-to-date coverage of
material fundamentally important to all those active in the field, whether they work in the
pharmaceutical industry, drug regulatory authorities or in academia. The fifth edition of
this classic reference work includes new chapters on: vaccine safety surveillance
managing drug safety issues with marketed products operational aspects of drug safety
function safety of biotechnology products future of pharmacovigilance Reviews of
previous editions: "This book surpasses all its educational aims. Not only is the subject
matter covered comprehensively but the material is presented in a very user-friendly
manner. The editors have succeeded in producing a highly-specific, definitive reference
book which doubles as a most enjoyable read." —Commended by the 1999 BMA
Medical Book Competition "For anyone entering the field of adverse reaction monitoring
one could not wish for a better primer" —International Journal of Risk and Safety in
Medicine
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This fully revised edition of Handbook of Pharmaceutical Granulation Technology
covers the rapid advances in the science of agglomeration, process control, process
modelling, scale-up, emerging particle engineering technologies, along with current
regulatory changes presented by some of the prominent scientist and subject matter
experts around the globe. Learn from more than 50 global subject matter experts who
share their years of experience in areas ranging from drug delivery and pharmaceutical
technology to advances in nanotechnology. Every pharmaceutical scientist should own
a copy of this fourth edition resource. Key Features: Theoretical discussions covering
granulation and engineering perspectives. Covers new advances in expert systems,
process modelling and bioavailability Chapters on emerging technologies in particle
engineering Updated Current research and developments in granulation technologies
Written by experienced and internationally renowned contributors, this is the fourth
edition of what has become the standard reference for cosmetic scientists and
dermatologists seeking the latest innovations and technology for the formulation,
design, testing, use, and production of cosmetic products for skin, hair, and nails. New
to this fourth edition are chapters on dermatocosmetic vehicles, surface film, causes
and measurement of skin aging, make-up products, skin healing, cosmetics in sports,
cosmetotextiles, nutricosmetics, natural ingredients, cosmeceuticals, and regulatory
vigilance.
Until the 1990s, it was generally accepted that medicines were first developed for adults
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and their use in children was investigated later, if at all. One of the main tasks of
hospital pharmacies was the manufacturing of child-appropriate formulations in a more
or less makeshift way. The first change came in 1997 with U.S. legislation that
rewarded manufacturers to do voluntary pediatric research. Ten years later, the
European Union passed legislation that required manufacturers to discuss all pediatric
aspects, including formulations, with the regulatory authorities as a condition of starting
the registration procedure. In consequence, manufacturers must now cover all age
groups, including the youngest ones. So far, pediatric formulations were more a focus
for academic researchers. Through the changed regulatory environment, there is now a
sudden high commercial demand for age-appropriate formulations. This book begins by
highlighting the anatomical, physiological and developmental differences between
adults and children of different ages. It goes on to review the existing technologies and
attempts to draw a roadmap to better, innovative formulations, in particular for oral
administration. The regulatory, clinical, ethical and pharmaceutical framework is also
addressed.
The Handbook of Pharmaceutical Excipients contains essential data on the physical
properties of excipients, their safe use and potential toxicity.
Humans have been experimenting with lyophilization, or freeze-drying, as a method to
preserve biological structures for over a thousand years. This comprehensive volume,
intended for scientists in both academia and industry, covers a wide range of topics
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relevant to the formulation of peptide and protein drugs in the freeze-dried state.
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.
For over 100 years, Remington has been the definitive textbook and reference on the
science and practice of pharmacy. This Twenty-First Edition keeps pace with recent
changes in the pharmacy curriculum and professional pharmacy practice. More than 95
new contributors and 5 new section editors provide fresh perspectives on the field. New
chapters include pharmacogenomics, application of ethical principles to practice
dilemmas, technology and automation, professional communication, medication errors,
re-engineering pharmacy practice, management of special risk medicines,
specialization in pharmacy practice, disease state management, emergency patient
care, and wound care. Purchasers of this textbook are entitled to a new, fully indexed
Bonus CD-ROM, affording instant access to the full content of Remington in a
convenient and portable format.
This manual and reference work provides a source of analytical data for drugs and
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related substances. It is aimed at scientists faced with the problem of identifying a drug
in a pharmaceutical product, in a sample of tissue or body fluid, from a living patient or
in post-mortem material.
Pharmaceutics is one of the most diverse subject areas in all of pharmaceutical
science. In brief, it is concerned with the scientific and technological aspects of the
design and manufacture of dosage forms or medicines. An understanding of
pharmaceutics is therefore vital for all pharmacists and those pharmaceutical scientists
who are involved with converting a drug or a potential drug into a medicine that can be
delivered safely, effectively and conveniently to the patient. Now in its fourth edition,
this best-selling textbook in pharmaceutics has been brought completely up to date to
reflect the rapid advances in delivery methodologies by eye and injection, advances in
drug formulations and delivery methods for special groups (such as children and the
elderly), nanomedicine, and pharmacognosy. At the same time the editors have striven
to maintain the accessibility of the text for students of pharmacy, preserving the balance
between being a suitably pitched introductory text and a clear reflection of the state of
the art. provides a logical, comprehensive account of drug design and manufacture
includes the science of formulation and drug delivery designed and written for
newcomers to the design of dosage forms New to this edition New editor: Kevin Taylor,
Professor of Clinical Pharmaceutics, School of Pharmacy, University of London. Twentytwo new contributors. Six new chapters covering parenteral and ocular delivery; design
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and administration of medicines for the children and elderly; the latest in plant
medicines; nanotechnology and nanomedicines, and the delivery of
biopharmaceuticals. Thoroughly revised and updated throughout.
Authoritative reference in clinical toxicology delivers a wealth of information on virtually
all aspects of medical toxicology from pharmacology and clinical presentation to
treatment guidelines and case studies.
Edited by a team of experienced and internationally renowned contributors, the updated
Third Edition is the standard reference for cosmetic chemists and dermatologists
seeking the latest innovations and technology for the formulation, design, testing, use,
and production of cosmetic products for skin, hair, and nails. New features in the Third
Edition: 39 new chapters reorganized by skin functions descriptions of ingredients,
products, efficacy measurement, and mechanisms in each chapter revised chapters on
skin types, skin perception, and targeted products new chapters on skin aging and
cosmetics for the elderly strong emphasis on testing and current methods used for
testing, and the evolution of instruments for skin and hair testing new ingredients,
delivery systems, and testing methodologies information on skin physiology and
cosmetic product design interactions affecting and attributed to cosmetic products
cosmetic ingredients, vehicles, and finished products difference between pure
cosmetics for enhancement and cosmetics used to treat high quality standards in
cosmetic products that improve appearance, protect their targets, and maintain natural
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functions
This book guides medicinal chemists in how to implement early ADMET testing in their
workflow in order to improve both the speed and efficiency of their efforts. Although
many pharmaceutical companies have dedicated groups directly interfacing with drug
discovery, the scientific principles and strategies are practiced in a variety of different
ways. This book answers the need to regularize the drug discovery interface; it defines
and reviews the field of ADME for medicinal chemists. In addition, the scientific
principles and the tools utilized by ADME scientists in a discovery setting, as applied to
medicinal chemistry and structure modification to improve drug-like properties of drug
candidates, are examined.
This is thirty-fifth edition of Martindale, which provides reliable, and evaluated
information on drugs and medicines used throughout the world. It contains
encyclopaedic facts about drugs and medicines, with: 5,500 drug monographs; 128,000
preparations; 40,700 reference citations; 10,900 manufacturers. There are synopses of
disease treatments which enables identification of medicines, the local equivalent and
the manufacturer. It also Includes herbals, diagnostic agents, radiopharmaceuticals,
pharmaceutical excipients, toxins, and poisons as well as drugs and medicines. Based
on published information and extensively referenced
The only book that provides a single compilation of all currently available stability
information on drugs in compounded oral, enteral, topical, and ophthalmic formulations.
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Based on data published over the past 40 years, the reference summarizes specific
formulations and stability studies. The book assist readers in determining whether
formulated compounds will be stable for the anticipated duration of use, how to properly
store and repackage compounded formulations, how to formulate in accordance with
documented standards, and counseling patients on the use and storage of
compounded medications. The second edition thoroughly updates monographs on 280
products, and includes 674 references from the worldwide literature.
The treatment of children with medicinal products is an important scientific area. It is
recognized that many medicines that are used extensively in pediatric patients are
either unlicensed or off-label. This textbook will help pediatric health professionals
effectively treat children with the most appropriate medicine with minimal side effects.
This handbook is a guide for workers in analytical chemistry who need a starting place
for information about a specific instrumental technique. It gives a basic introduction to
the techniques and provides leading references on the theory and methodology for an
instrumental technique. This edition thoroughly expands and updates the chapters to
include concepts, applications, and key references from recent literature. It also
contains a new chapter on process analytical technology.
To facilitate the development of novel drug delivery systems and biotechnologyoriented drugs, the need for new excipients to be developed and approved continues to
increase. Excipient Development for Pharmaceutical, Biotechnology, and Drug Delivery
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Systems serves as a comprehensive source to improve understanding of excipients
and forge new avenue
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
Magnesium stearate (MgSt) is widely used in cosmetic, food, and pharmaceutical
formulations as lubricant in capsule and tablet manufacture at concentrations between
0.25% and 5%. A recent review of the top two hundred prescription drugs showed over
50% contained magnesium stearate. This book covered a broad spectrum of
concentration from 1% to 10% for the purpose of presenting their unique properties
during powder rheology, tableting, and effect on drug dissolution. MgSt also has both
scientifi c and economic signifi cance, given its wide application in global
pharmaceutical manufacturing. An understanding of polymorphism (or
pseudopolymorphism) in magnesium stearate and the impact on tablet lubrication
process and drug dissolution would provide a valuable tool to pharmaceutical scientists
during excipient selection process for new product development and even during
reformulation of existing products. Preformulation scientists spend a great deal of time
reviewing excipients for new product development both in silico and on the bench. As a
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result, accurate selection of excipients, such as lubricants, could avoid potential issues
with clinical batches, product scale-up, and product transfer during commercialization.
Pitched at a level comprehensible to those new to the field, this authoritative text covers
the scientific and technological fundamentals of drug delivery as well as clinical
applications and the developmental potential in controlled release drug delivery.
Compaction of powder constituents—both active ingredient and excipients—is examined
to ensure consistent and reproducible disintegration and dispersion profiles. Revised to
reflect modern pharmaceutical compacting techniques, this second edition of
Pharmaceutical Powder Compaction Technology guides pharmaceutical engineers,
formulation scientists, and product development and quality assurance personnel
through the compaction formulation process and application. This unique reference
covers: The physical structure of pharmaceutical compacts Bonding phenomena that
occur during powder compaction Compression mechanisms of pharmaceutical particles
Theories and basic principles of powder compaction New topics include: Compaction
data analysis techniques The migration of powder constituents into commercial
manufacture Instrumentation for compaction Compaction functionality testing, which is
likely to become a USP requirement Design space for compaction Metrics required for
scalability in tablet compression Interactive compaction and preformulation database for
commonly used excipients
Developing Solid Oral Dosage Forms: Pharmaceutical Theory and Practice, Second
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Edition illustrates how to develop high-quality, safe, and effective pharmaceutical
products by discussing the latest techniques, tools, and scientific advances in
preformulation investigation, formulation, process design, characterization, scale-up,
and production operations. This book covers the essential principles of physical
pharmacy, biopharmaceutics, and industrial pharmacy, and their application to the
research and development process of oral dosage forms. Chapters have been added,
combined, deleted, and completely revised as necessary to produce a comprehensive,
well-organized, valuable reference for industry professionals and academics engaged
in all aspects of the development process. New and important topics include spray
drying, amorphous solid dispersion using hot-melt extrusion, modeling and simulation,
bioequivalence of complex modified-released dosage forms, biowaivers, and much
more. Written and edited by an international team of leading experts with experience
and knowledge across industry, academia, and regulatory settings Includes new
chapters covering the pharmaceutical applications of surface phenomenon, predictive
biopharmaceutics and pharmacokinetics, the development of formulations for drug
discovery support, and much more Presents new case studies throughout, and a
section completely devoted to regulatory aspects, including global product regulation
and international perspectives
An internationally acclaimed reference work recognized as one of the most authoritative and
comprehensive sources of information on excipients used in pharmaceutical formulation with
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this new edition providing 340 excipient monographs. Incorporates information on the uses,
and chemical and physical properties of excipients systematically collated from a variety of
international sources including: pharmacopeias, patents, primary and secondary literature,
websites, and manufacturers' data; extensive data provided on the applications, licensing, and
safety of excipients; comprehensively cross-referenced and indexed, with many additional
excipients described as related substances and an international supplier's directory and
detailed information on trade names and specific grades or types of excipients commercially
available.
Pharmaceutical Dosage Forms: Capsules covers the development, composition, and
manufacture of capsules. Despite the important role that capsules play in drug delivery and
product development, few comprehensive texts on the science and technology of capsules
have been available for the research and academic environments. This text addresses this
gap, discussing how capsules provide unique capabilities and options for dosage form design
and formulation.
Empower your staff to improve safety, quality and compliance with the help of new guidelines
and standards. We’ve updated every chapter of this popular review of the fundamentals of
preparing sterile products in hospital, home-care, and community pharmacy settings to reflect
the most recent revisions to USP . Included are the latest guidelines for the compounding
process, quality assurance methods, and comprehensive coverage of all aspects of the
dispensing process. Comprehensive documentation for the guidelines is included in the
appendices.Chapters new to this edition focus on: Gap analysis and action plans Safe use of
automatic compounding devices Cleaning and disinfecting Radiopharmaceuticals as CSPs
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Allergen extracts as CSPs.
Aqueous-based film coating has become routine in the pharmaceutical industry. This process
eliminates the use of organic solvents and thus avoids economic, environmental, and
toxicological issues related to residual solvents and solvent recovery. Aqueous-based coating,
however, is complex and many variables may impact the final product and its performance.
This fourth edition of Aqueous Polymeric Coatings for Pharmaceutical Dosage Forms aims to
provide insight into the factors and parameters that should be considered and controlled for the
successful development and commercialization of a coated product. The fourth edition has
been revised and expanded to reflect the most recent scientific advancements from the
literature. The contributing authors explain in detail, using illustrated examples, appropriate
steps to solve and ideally avoid formulation, processing, and stability problems and to achieve
an optimized dosage form. Trade names and chemical names of commercially marketed
coatings are used throughout the text to help familiarize the reader with the various materials
available for pharmaceutical applications. This book will be a valuable resource for anyone in
the pharmaceutical industry working in the area of aqueous-based film coating.
With over 400 drug monographs, this book covers the technical, practical and legal aspects
that you should consider before prescribing or administering drugs via enteral feeding tubes.
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