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Handbook of Preformulation Sarfaraz K. Niazi 2019-03-22 Preformulation studies are the physical, chemical, and
biological studies needed to characterize a drug substance for enabling the proper design of a drug product, whereas
the effectiveness of a drug product is determined during the formulation studies phase. Though the two disciplines
overlap in practice, each is a significantly distinct phase of new drug development. Entirely focused on preformulation
principles, this fully revised and updated Handbook of Preformulation: Chemical, Biological, and Botanical Drugs,
Second Edition provides detailed descriptions of preformulation methodologies, gives a state-of-the-art description of
each technique, and lists the currently available tools useful in providing a comprehensive characterization of a new
drug entity. Features: Addresses the preformulation studies of three different types of new active entities - chemical,
biological, and botanical, which is the latest established class of active ingredient classified by the FDA Illustrates
the activities comprised in preformulation studies and establishes a method of tasking for drug development projects
Includes extensive flow charts for characterization decision making Gives extensive theoretical treatment of principles
important for testing dissolution, solubility, stability, and solid state characterization Includes over 50% new
material
USP, NF. 2006
Generic Drug Product Development Leon Shargel 2013-10-24 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
Pharmaceutical Process Scale-Up Michael Levin 2001-12-12 Focusing on scientific and practical aspects of process
scale-up, this resource details the theory and practice of transferring pharmaceutical processes from laboratory
scale to the pilot plant and production scale. It covers parenteral and nonparenterel liquids and semi-solids,
products derived from biotechnology, dry blending and powder handling, granulation and drying, fluid bed applications,
compaction and tableting, and film coating and regulatory requirements for scale-up and postapproval changes.
Drawing on the experience of twenty contributing researchers, the book employs dimensional analysis as a unified
scientific approach to quantify similar processes on different scales.
In Vitro Drug Release Testing of Special Dosage Forms Nikoletta Fotaki 2019-10-11 Guides readers on the proper use
of in vitro drug release methodologies in order to evaluate the performance of special dosage forms In the last decade,
the application of drug release testing has widened to a variety of novel/special dosage forms. In order to predict the
in vivo behavior of such dosage forms, the design and development of the in vitro test methods need to take into
account various aspects, including the dosage form design and the conditions at the site of application and the site of
drug release. This unique book is the first to cover the field of in vitro release testing of special dosage forms in one
volume. Featuring contributions from an international team of experts, it presents the state of the art of the use of in
vitro drug release methodologies for assessing special dosage forms’ performances and describes the different
techniques required for each one. In Vitro Drug Release Testing of Special Dosage Forms covers the in vitro release
testing of: lipid based oral formulations; chewable oral drug products; injectables; drug eluting stents; inhalation
products; transdermal formulations; topical formulations; vaginal and rectal delivery systems and ophthalmics. The
book concludes with a look at regulatory aspects. Covers both oral and non-oral dosage forms Describes current
regulatory conditions for in vitro drug release testing Features contributions from well respected global experts in
dissolution testing In Vitro Drug Release Testing of Special Dosage Forms will find a place on the bookshelves of
anyone working with special dosage forms, dissolution testing, drug formulation and delivery, pharmaceutics, and
regulatory affairs.
Dissolution Theory, Methodology, and Testing Arthur H. Kibbe 2007-01-01
Voigt's Pharmaceutical Technology Alfred Fahr 2018-01-17 A textbook which is both comprehensive and
comprehensible and that offers easy but scientifically sound reading to both students and professionals Now in its
12th edition in its native German, Voigt's Pharmaceutical Technology is an interdisciplinary textbook covering the
fundamental principles of pharmaceutical technology. Available for the first time in English, this edition is produced in
full colour throughout, with a concise, clear structure developed after consultation with students, instructors
and researchers. This book: Features clear chapter layouts and easily digestible content Presents novel trends, devices
and processes Discusses classical and modern manufacturing processes Covers all formulation principles including
tablets, ointments, capsules, nanosystems and biopharmaceutics Takes account of legal requirements for both
qualitative and quantitative composition Addresses quality assurance considerations Uniquely relates contrasting
international pharmacopeia from EU, US and Japan to formulation principles Includes examples and text boxes for
quicker data assimilation Written for both students studying pharmacy and industry professionals in the field as well
as toxicologists, biochemists, medical lab technicians, Voigt’s Pharmaceutical Technology is the essential resource
for understanding the various aspects of pharmaceutical technology.
Sample Preparation of Pharmaceutical Dosage Forms Beverly Nickerson 2011-08-05 This book is intended to serve as
a resource for analysts in developing and troubleshooting sample preparation methods. These are critical activities in
providing accurate and reliable data throughout the lifecycle of a drug product. This book is divided into four parts: •
Part One covers dosage form and diluent properties that impact sample preparation of pharmaceutical dosage forms
and the importance of sampling considerations in generating data representative of the drug product batch. • Part Two
reviews specific sample preparation techniques typically used with pharmaceutical dosage forms. • Part Three
discusses sample preparation method development for different types of dosage forms including addressing drug excipient
interactions and post extraction considerations, as well as method validation and applying Quality by Design (QbD)
principles to sample preparation methods. • Part Four examines additional topics in sample preparation including
automation, investigating aberrant potency results, green chemistry considerations for sample preparation and the
ideal case where no sample preparation is required for sample analysis.
Succinic Acids—Advances in Research and Application: 2013 Edition 2013-06-21 Succinic Acids—Advances in
Research and Application: 2013 Edition is a ScholarlyBrief that delivers timely, authoritative, comprehensive, and
specialized information about ZZZAdditional Research in a concise format. The editors have built Succinic
Acids—Advances in Research and Application: 2013 Edition on the vast information databases of ScholarlyNews.
You can expect the information about ZZZAdditional Research in this book to be deeper than what you can access
anywhere else, as well as consistently reliable, authoritative, informed, and relevant. The content of Succinic
Acids—Advances in Research and Application: 2013 Edition has been produced by the world’s leading scientists,
engineers, analysts, research institutions, and companies. All of the content is from peer-reviewed sources, and all of
it is written, assembled, and edited by the editors at ScholarlyEditions and available exclusively from us. You now
have a source you can cite with authority, confidence, and credibility. More information is available at
http://www.ScholarlyEditions.com/.
Biocompatibility and Performance of Medical Devices Jean-Pierre Boutrand 2019-11-21 Biocompatibility and
Performance of Medical Devices, Second Edition, provides an understanding of the biocompatibility and performance
tests for ensuring that biomaterials and medical devices are safe and will perform as expected in the biological
environment. Sections cover key concepts and challenges faced in relation to biocompatibility in medical devices, discuss
the evaluation and characterization of biocompatibility in medical devices, describe preclinical performance studies for
bone, dental and soft tissue implants, and provide information on the regulation of medical devices in the European
Union, Japan and China. The book concludes with a review of histopathology principles for biocompatibility and
performance studies. Presents diverse insights from experts in government, industry and academia Delivers a
comprehensive overview of testing and interpreting medical device performance Expanded to include new information,
including sections on managing extractables, accelerating and simplifying medical device development through screening
and alternative biocompatibility methods, and quality strategies which fasten device access to market
Modern Pharmaceutics Gilbert S. Banker 2002-05-24 "Completely revised and expanded throughout. Presents a
comprehensive integrated, sequenced approach to drug dosage formulation, design, and evaluation. Indentifies the
pharmacodynamic and physicochemical factors influencing drug action through various routes of administration."
Analytical Techniques in the Pharmaceutical Sciences Anette M llertz 2016-08-30 The aim of this book is to present
a range of analytical methods that can be used in formulation design and development and focus on how these systems
can be applied to understand formulation components and the dosage form these build. To effectively design and exploit
drug delivery systems, the underlying characteristic of a dosage form must be understood--from the characteristics of
the individual formulation components, to how they act and interact within the formulation, and finally, to how this
formulation responds in different biological environments. To achieve this, there is a wide range of analytical
techniques that can be adopted to understand and elucidate the mechanics of drug delivery and drug formulation. Such
methods include e.g. spectroscopic analysis, diffractometric analysis, thermal investigations, surface analytical
techniques, particle size analysis, rheological techniques, methods to characterize drug stability and release, and
biological analysis in appropriate cell and animal models. Whilst each of these methods can encompass a full research
area in their own right, formulation scientists must be able to effectively apply these methods to the delivery system
they are considering. The information in this book is designed to support researchers in their ability to fully
characterize and analyze a range of delivery systems, using an appropriate selection of analytical techniques. Due to
its consideration of regulatory approval, this book will also be suitable for industrial researchers both at early
stage up to pre-clinical research.
Specification of Drug Substances and Products Christopher M. Riley 2020-07-23 Specification of Drug Substances
and Products: Development and Validation of Analytical Methods, Second Edition, presents a comprehensive and
critical analysis of the requirements and approaches to setting specifications for new pharmaceutical products, with
an emphasis on phase-appropriate development, validation of analytical methods, and their application in practice. This
thoroughly revised second edition covers topics not covered or not substantially covered in the first edition,
including method development and validation in the clinical phase, method transfer, process analytical technology,
analytical life cycle management, special challenges with generic drugs, genotoxic impurities, topical products, nasal
sprays and inhalation products, and biotechnology products. The book's authors have been carefully selected as
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former members of the ICH Expert Working Groups charged with developing the ICH guidelines, and/or subject-matter
experts in the industry, academia and in government laboratories. Presents a critical assessment of the application of
ICH guidelines on method validation and specification setting Written by subject-matter experts involved in the
development and application of the guidelines Provides a comprehensive treatment of the analytical methodologies used
in the analysis, control and specification of new drug substances and products Covers the latest statistical
approaches (including analytical quality by design) in the development of specifications, method validation and shelflife prediction
The ADME Encyclopedia Alan Talevi
Practical Pharmaceutical Engineering Gary Prager 2018-11-28 A practical guide to all key the elements of
pharmaceuticals and biotech manufacturing and design Engineers working in the pharmaceutical and biotech industries
are routinely called upon to handle operational issues outside of their fields of expertise. Traditionally the
competencies required to fulfill those tasks were achieved piecemeal, through years of self-teaching and on-the-job
experience—until now. Practical Pharmaceutical Engineering provides readers with the technical information and tools
needed to deal with most common engineering issues that can arise in the course of day-to-day operations of
pharmaceutical/biotech research and manufacturing. Engineers working in pharma/biotech wear many hats. They are
involved in the conception, design, construction, and operation of research facilities and manufacturing plants, as well
as the scale-up, manufacturing, packaging, and labeling processes. They have to implement FDA regulations, validation
assurance, quality control, and Good Manufacturing Practices (GMP) compliance measures, and to maintain a high
level of personal and environmental safety. This book provides readers from a range of engineering specialties with a
detailed blueprint and the technical knowledge needed to tackle those critical responsibilities with confidence. At
minimum, after reading this book, readers will have the knowledge needed to constructively participate in
contractor/user briefings. Provides pharmaceutical industry professionals with an overview of how all the parts fit
together and a level of expertise that can take years of on-the-job experience to acquire Addresses topics not covered
in university courses but which are crucial to working effectively in the pharma/biotech industry Fills a gap in the
literature, providing important information on pharmaceutical operation issues required for meeting regulatory
guidelines, plant support design, and project engineering Covers the basics of HVAC systems, water systems, electric
systems, reliability, maintainability, and quality assurance, relevant to pharmaceutical engineering Practical
Pharmaceutical Engineering is an indispensable “tool of the trade” for chemical engineers, mechanical engineers, and
pharmaceutical engineers employed by pharmaceutical and biotech companies, engineering firms, and consulting firms. It
also is a must-read for engineering students, pharmacy students, chemistry students, and others considering a career in
pharmaceuticals.
Poorly Soluble Drugs Gregory K. Webster 2017-01-06 This book is the first text to provide a comprehensive
assessment of the application of fundamental principles of dissolution and drug release testing to poorly soluble
compounds and formulations. Such drug products are, vis- -vis their physical and chemical properties, inherently
incompatible with aqueous dissolution. However, dissolution methods are required for product development and
selection, as well as for the fulfillment of regulatory obligations with respect to biopharmaceutical assessment and
product quality understanding. The percentage of poorly soluble drugs, defined in classes 2 and 4 of the
Biopharmaceutics Classification System (BCS), has significantly increased in the modern pharmaceutical development
pipeline. This book provides a thorough exposition of general method development strategies for such drugs, including
instrumentation and media selection, the use of compendial and non-compendial techniques in product development, and
phase-appropriate approaches to dissolution development. Emerging topics in the field of dissolution are also
discussed, including biorelevant and biphasic dissolution, the use on enzymes in dissolution testing, dissolution of
suspensions, and drug release of non-oral products. Of particular interest to the industrial pharmaceutical
professional, a brief overview of the formulation and solubilization techniques employed in the development of BCS
class 2 and 4 drugs to overcome solubility challenges is provided and is complemented by a collection of chapters
that survey the approaches and considerations in developing dissolution methodologies for enabling drug delivery
technologies, including nanosuspensions, lipid-based formulations, and stabilized amorphous drug formulations.
The Japanese Pharmacopoeia 1996
Analytical Testing for the Pharmaceutical GMP Laboratory Kim Huynh-Ba 2022-04-19 Provides practical guidance
on pharmaceutical analysis, written by leading experts with extensive industry experience Analytical Testing for the
Pharmaceutical GMP Laboratory presents a thorough overview of the pharmaceutical regulations, working
processes, and drug development best practices used to maintain the quality and integrity of medicines. With a focus on
smaller molecular weight drug substances and products, the book provides the knowledge necessary for establishing
the pharmaceutical laboratory to support Quality Systems while maintaining compliance with Good Manufacturing
Practices (GMP) regulations. Concise yet comprehensive chapters contain up-to-date coverage of drug regulations,
pharmaceutical analysis methodologies, control strategies, testing development and validation, method transfer,
electronic data documentation, and more. Each chapter includes a table of contents, definitions of acronyms, a
reference list, and ample tables and figures. Addressing the principal activities and regulatory challenges of analytical
testing in the development and manufacturing of pharmaceutical drug products, this authoritative resource: Describes
the structure, roles, core guidelines, and GMP regulations of the FDA and ICH. Covers the common analytical
technologies used in pharmaceutical laboratories, including examples of analytical techniques used for the release and
stability testing of drugs. Examines control strategies established from quality systems supported by real-world
case studies. Explains the use of dissolution testing for products such as extended-release capsules, aerosols, and
inhalers. Discusses good documentation and data reporting practices, stability programs, and the Laboratory
Information Management System (LIMS) to maintain compliance. Includes calculations, application examples, and
illustrations to assist readers in day-to-day laboratory operations. Contains practical information and templates
to structure internal processes or common Standard Operating Procedures (SOPs). Analytical Testing for the
Pharmaceutical GMP Laboratory is a must-have reference for both early-career and experienced pharmaceutical
scientists, analytical chemists, pharmacists, and quality control professionals. It is also both a resource for GMP
laboratory training programs and an excellent textbook for undergraduate and graduate courses of analytical
chemistry in pharmaceutical sciences or regulatory compliance programs.
Pharmaceutical Dosage Forms - Tablets Larry L. Augsburger 2016-04-19 The ultimate goal of drug product
development is to design a system that maximizes the therapeutic potential of the drug substance and facilitates its
access to patients. Pharmaceutical Dosage Forms: Tablets, Third Edition is a comprehensive resource of the design,
formulation, manufacture, and evaluation of the tablet dosage form, an
Integrated Pharmaceutics Antoine Al-Achi 2013-01-22 Focusing on the application of physical pharmacy, drug design,
and drug regulations as they relate to produce effective dosage forms for drug delivery, Integrated Pharmaceutics
provides a comprehensive picture of pharmaceutical product design, describing the science and art behind the concepts of
dosage form development. Combining physical pharmacy, product design, and regulatory affairs issues in a single book,
the authors address topics governing drug regulations of United States, European, and Japanese agencies and detail
new regulatory guidelines, including quality by design, design space analysis, and blend sample uniformity.
Formulation and Analytical Development for Low-Dose Oral Drug Products Jack Zheng 2009-02-09 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 low-dose 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. Complete with case studies and a discussion of regulatory requirements, this is a core
reference for pharmaceutical scientists, regulators, and graduate students.
Handbook of Analytical Validation Michael E. Swartz 2012-04-24 Written for practitioners in both the drug and
biotechnology industries, the Handbook of Analytical Validation carefully compiles current regulatory requirements
on the validation of new or modified analytical methods. Shedding light on method validation from a practical
standpoint, the handbook: Contains practical, up-to-date guidelines for analytical method validation Summarizes the
latest regulatory requirements for all aspects of method validation, even those coming from the USP, but undergoing
modifications Covers development, optimization, validation, and transfer of many different types of methods used in the
regulatory environment Simplifying the overall process of method development, optimization and validation, the
guidelines in the Handbook apply to both small molecules in the conventional pharmaceutical industry, as well as well
as the biotech industry.
Handbook of Pharmaceutical Manufacturing Formulations, Third Edition Sarfaraz K. Niazi 2019-11-15 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.
Dermal Drug Delivery Tapash K. Ghosh 2020-01-21 With the continued advancement of better-quality control and
patient outcome reporting systems, changes in the development, control, and regulation of all pharmaceutical delivery
systems including transdermal and topical products have been happening on a continuous basis. In light of various
quality issues that have been reported by patients and practitioners resulting in the recall or removal of products
from the market, both the pharmaceutical industries and regulatory agencies have been adopting new measures to
address these issues. With chapters written by experts in this field, this book takes a 21st century multidisciplinary
and cross-functional look at these dosage forms to improve the development, design, manufacturing, quality, clinical
performance, safety, and regulation of these products. This book offers a wealth of up-to-date information organized
in a logical sequence corresponding to various stages of research, development, and commercialization of dermal drug
delivery products. The authors have been carefully selected from different sectors of pharmaceutical science for their
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expertise in their selected areas to present objectively a balanced view of the current state of these products
development and commercialization via regulatory approval. Their insights will provide useful information to others
to ensure the successful development of the next generation dermal drug products. Key Features: Presents current
advancements including new technologies of transdermal and topical dosage forms. Presents challenges in the
development of the new generation of transdermal and topical dosage forms. Introduces new technologies and QbD
(quality by design) aspects of manufacturing and control strategies. Includes new perspectives on pre-clinical and
clinical development, regulatory considerations, safety and quality. Discusses regulatory challenges, gaps, and
future considerations for dermal drug delivery systems.
Bayesian Methods in Pharmaceutical Research Emmanuel Lesaffre 2020-04-28 Since the early 2000s, there has been
increasing interest within the pharmaceutical industry in the application of Bayesian methods at various stages of the
research, development, manufacturing, and health economic evaluation of new health care interventions. In 2010, the
first Applied Bayesian Biostatistics conference was held, with the primary objective to stimulate the practical
implementation of Bayesian statistics, and to promote the added-value for accelerating the discovery and the delivery
of new cures to patients. This book is a synthesis of the conferences and debates, providing an overview of Bayesian
methods applied to nearly all stages of research and development, from early discovery to portfolio management. It
highlights the value associated with sharing a vision with the regulatory authorities, academia, and pharmaceutical
industry, with a view to setting up a common strategy for the appropriate use of Bayesian statistics for the benefit
of patients. The book covers: Theory, methods, applications, and computing Bayesian biostatistics for clinical
innovative designs Adding value with Real World Evidence Opportunities for rare, orphan diseases, and pediatric
development Applied Bayesian biostatistics in manufacturing Decision making and Portfolio management Regulatory
perspective and public health policies Statisticians and data scientists involved in the research, development, and
approval of new cures will be inspired by the possible applications of Bayesian methods covered in the book. The
methods, applications, and computational guidance will enable the reader to apply Bayesian methods in their own
pharmaceutical research. Emmanuel Lesaffre is Professor of Biostatistics at KU Leuven, Belgium. Gianluca Baio is
Professor of Statistics and Health Economics at University College London, UK. Bruno Boulanger is Chief Scientific
Officer at PharmaLex, Belgium.
Write It Down Janet Gough 2005-03-30 A well-understood tenet exists among the FDA and other regulatory bodies:
if you didn't write it down, it didn't happen. And if it didn't happen, your company stands to lose time, money, and
perhaps its competitive edge. Write it Down: Guidance for Preparing Effective and Compliant Documentation provides
you with the tools you need to put effective documentation in place. The book has a three-pronged focus: to help
writers understand the why of what they must write and the current industry standards for good documentation
practices, to provide effective examples of a broad spectrum of documents, and to supply an in-depth explanation of
grammar and punctuation conventions. Substantially expanded, the second edition focuses on the regulations, the need
to document, and the range of documentation that must be in place to support therapeutic products from discovery
through market. Readers will find useful examples of good writing, many provided by people in the industry. Letters and
memos; short reports of varied topics, including equipment evaluation, vendor audit, and trip review; standard
operating procedures, laboratory methods, and training materials; documentation for an IQ/OQ/PQ project; a
journal article; and excerpts from a development report and a dossier are among the many examples. The book also
gives a thorough explanation of grammar, punctuation, and usage, with a strong emphasis on the components of the
language that pose difficulties for non-native writers of English. This book is a must for people working in or preparing
to work in environments that produce drugs, medical devices, or biologics for sale in countries that have stringent
regulatory requirements and where the business language is English. Firmly placing the writing task in context of the
existing laws and guidances, the book offers valuable insights into managing systems and producing documentation
that meets the requirements of the binding regulations.
In Vitro-In Vivo Correlations David B. Young 2013-03-08 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 institutions, both academic and industrial. In addition to Elan Corporation, which
is a drug 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 Young,
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 for ER products. The original idea went back ap proximately 15 months
prior to the workshop itself. For some time, the principal collaborators had been working together on various aspects
of dosage form development.
Microencapsulation in the Food Industry Anilkumar G. Gaonkar 2014-06-30 Microencapsulation is being used to
deliver everything from improved nutrition to unique consumer sensory experiences. It’s rapidly becoming one of the most
important opportunities for expanding brand potential. Microencapsulation in the Food Industry: A Practical
Implementation Guide is written for those who see the potential benefit of using microencapsulation but need practical
insight into using the technology. With coverage of the process technologies, materials, testing, regulatory and even
economic insights, this book presents the key considerations for putting microencapsulation to work. Application
examples as well as online access to published and issued patents provide information on freedom to operate, building
an intellectual property portfolio, and leveraging ability into potential in licensing patents to create produce pipeline.
This book bridges the gap between fundamental research and application by combining the knowledge of new and novel
processing techniques, materials and selection, regulatory concerns, testing and evaluation of materials, and
application-specific uses of microencapsulation. Practical applications based on the authors’ more than 50 years
combined industry experience Focuses on application, rather than theory Includes the latest in processes and
methodologies Provides multiple "starting point" options to jump-start encapsulation use
In Vitro Drug Release Testing of Special Dosage Forms Nikoletta Fotaki 2019-12-31 Guides readers on the proper use
of in vitro drug release methodologies in order to evaluate the performance of special dosage forms In the last decade,
the application of drug release testing has widened to a variety of novel/special dosage forms. In order to predict the
in vivo behavior of such dosage forms, the design and development of the in vitro test methods need to take into
account various aspects, including the dosage form design and the conditions at the site of application and the site of
drug release. This unique book is the first to cover the field of in vitro release testing of special dosage forms in one
volume. Featuring contributions from an international team of experts, it presents the state of the art of the use of in
vitro drug release methodologies for assessing special dosage forms’ performances and describes the different
techniques required for each one. In Vitro Drug Release Testing of Special Dosage Forms covers the in vitro release
testing of: lipid based oral formulations; chewable oral drug products; injectables; drug eluting stents; inhalation
products; transdermal formulations; topical formulations; vaginal and rectal delivery systems and ophthalmics. The
book concludes with a look at regulatory aspects. Covers both oral and non-oral dosage forms Describes current
regulatory conditions for in vitro drug release testing Features contributions from well respected global experts in
dissolution testing In Vitro Drug Release Testing of Special Dosage Forms will find a place on the bookshelves of
anyone working with special dosage forms, dissolution testing, drug formulation and delivery, pharmaceutics, and
regulatory affairs.
Developing Solid Oral Dosage Forms Yihong Qiu 2009-03-10 Developing Solid Oral Dosage Forms is intended for
pharmaceutical professionals engaged in research and development of oral dosage forms. It covers essential principles
of physical pharmacy, biopharmaceutics and industrial pharmacy as well as various aspects of state-of-the-art
techniques and approaches in pharmaceutical sciences and technologies along with examples and/or case studies in
product development. The objective of this book is to offer updated (or current) knowledge and skills required for
rational oral product design and development. The specific goals are to provide readers with: Basics of modern theories
of physical pharmacy, biopharmaceutics and industrial pharmacy and their applications throughout the entire process
of research and development of oral dosage forms Tools and approaches of preformulation investigation,
formulation/process design, characterization and scale-up in pharmaceutical sciences and technologies New
developments, challenges, trends, opportunities, intellectual property issues and regulations in solid product
development The first book (ever) that provides comprehensive and in-depth coverage of what's required for developing
high quality pharmaceutical products to meet international standards It covers a broad scope of topics that
encompass the entire spectrum of solid dosage form development for the global market, including the most updated

science and technologies, practice, applications, regulation, intellectual property protection and new development
trends with case studies in every chapter A strong team of more than 50 well-established authors/co-authors of
diverse background, knowledge, skills and experience from industry, academia and regulatory agencies
Pharmaceutical Dosage Forms Larry L. Augsburger 2017-10-30 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.
Handbook of Pharmaceutical Manufacturing Formulations Sarfaraz K. Niazi 2016-04-19 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
Leon Shargel 2013-10-24 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 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.
Principles of Biomedical Sciences and Industry Markus Hinder 2022-07-22 Principles of Biomedical Sciences and
Industry Improve your product development skills to bring new ideas to biomedicine The development of innovative
healthcareofproducts,
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implants, biopharmaceuticals, or companion diagnostics, requires a multidisciplinary approach that incorporates scientific evidence with novel and innovative ideas to create new and improved
products and treatments. Indeed, product development and the integration of science with commercial aspects have
become key challenges for scientists working in the pharmaceutical, biotech, and medtech industries. Using a multipronged approach to development, Principles of Biomedical Sciences and Industry combines ideas and methodologies from
four of the central areas of focus in the biomedical arena: pharmaceuticals, diagnostics, biomaterials, and medical
devices. In doing so, the book covers the entire product lifecycle, from translating a scientific idea into a prototype to
product development, launch, and management. Principles of Biomedical Sciences and Industry readers will also find:
Several case studies from the most important product categories (pharmaceuticals, diagnostics, medical devices,
combination products) Chapters dealing with toxicology and safety risks in development, as well as regulatory
approval Key business aspects including how to secure funding, managing intellectual property, and price regulation in
the market An ideal resource for teachers and students that conveys the information in an easily-digestible format
Ideal for advanced students and young professionals pursuing a career in the biomedical and healthcare industries,
Principles of Biomedical Sciences and Industry is an essential reference for those in pharmaceutical industry,
biotechnologists, medicinal chemists, bio-engineers, pharma engineers, and management consultants.
Encyclopedia of Analytical Science 2019-04-02 The third edition of the Encyclopedia of Analytical Science is a
definitive collection of articles covering the latest technologies in application areas such as medicine, environmental
science, food science and geology. Meticulously organized, clearly written and fully interdisciplinary, the Encyclopedia
of Analytical Science provides foundational knowledge across the scope of modern analytical chemistry, linking
fundamental topics with the latest methodologies. Articles will cover three broad areas: analytical techniques (e.g.,
mass spectrometry, liquid chromatography, atomic spectrometry); areas of application (e.g., forensic, environmental
and clinical); and analytes (e.g., arsenic, nucleic acids and polycyclic aromatic hydrocarbons), providing a one-stop
resource for Control
Laboratory
analytical
System
scientists.
Operations
Offersinreaders
a GMP Environment
a one-stop resource with access to information across the entire
scope of modern analytical science Presents articles split into three broad areas: analytical techniques, areas of
application and and analytes, creating an ideal resource for students, researchers and professionals Provides concise
and accessible information that is ideal for non-specialists and readers from undergraduate levels and higher
Satinder Ahuja 2005-02-09 High pressure liquid
chromatography–frequently called high performance liquid chromatography (HPLC or, LC) is the premier analytical
technique in pharmaceutical analysis and is predominantly used in the pharmaceutical industry. Written by selected
experts in their respective fields, the Handbook of Pharmaceutical Analysis by HPLC Volume 6, provides a complete yet
concise reference guide for utilizing the versatility of HPLC in drug development and quality control. Highlighting
novel approaches in HPLC and the latest developments in hyphenated techniques, the book captures the essence of major
pharmaceutical applications (assays, stability testing, impurity testing, dissolution testing, cleaning validation, highthroughput screening). A complete reference guide to HPLC Describes best practices in HPLC and offers 'tricks of the
trade' in HPLC operation and method development Reviews key HPLC pharmaceutical applications and highlights
currents trends in HPLC ancillary techniques, sample preparations, and data handling
NF 27 2008
Solid Oral Dose Process Validation, Volume Two Ajay Pazhayattil 2019-08-30 The textbook addresses the
lifecycle concepts (Stage 1, 2, 3) of Process Validation. Regulatory bodies such as US FDA, EMEA, WHO, PIC/S have
adopted the ICH lifecycle approach. Organizations have an opportunity to harmonize and align PV activities for all
regulated markets. The concepts discussed provides a direction on how to approach solid dose manufacturing process
validation for regulatory compliance. Solid Oral Dose Process Validation, Lifecycle Approach: Application, Volume
Two and the companion Volume One, Solid Dose Process Validation, The Basics, also available as a set, provide
directions and solutions for the pharmaceutical industry. The topics and chapters give a systematic understanding for
the application of lifecycle concepts in solid dose pharmaceutical manufacturing. Since solid dose formulations
encompass majority of the pharmaceutical preparations, it is essential information for pharmaceutical professionals
who use the process validation lifecycle approach. This set is published as a comprehensive solution for solid dose
process validation.
David M. Bliesner 2020-04-21 Develop an understanding
of FDA and global regulatory agency requirements for Laboratory Control System (LCS) operations In Laboratory
Control System Operations in a GMP Environment, readers are given the guidance they need to implement a CGMP
compliant Laboratory Control System (LCS) that fits within Global Regulatory guidelines. Using the Quality
Systems Approach, regulatory agencies like the FDA and the European Medicine Agency have developed a scheme of
systems for auditing pharmaceutical manufacturing facilities which includes evaluating the LCS. In this guide, readers
learn the fundamental rules for operating a CGMP compliant Laboratory Control System. Designed to help leaders
meet regulatory standards and operate more efficiently, the text includes chapters that cover Laboratory Equipment
Qualification and Calibration, Laboratory Facilities, Method Validation and Method Transfer, Laboratory Computer
Systems, Laboratory Investigations as well as Data Governance and Data Integrity. The text also includes chapters
related to Laboratory Managerial and Administrative Systems, Laboratory Documentation Practices and Standard
Operating Procedures and General Laboratory Compliance Practices. Additionally, a chapter outlining Stability
Program operations is included in the text. In addition to these topics, it includes LCS information and tools such as:
End of chapter templates, checklists, and LCS guidance to help you follow the required standards
Electronic
versions of each tool so users can use them outside of the text
An In-depth understanding of what is required by the
FDA and other globally significant regulatory authorities for GMP compliant systems For quality assurance
professionals working within the pharmaceutical or biopharma industries, this text provides the insight and tools
necessary to implement government-defined regulations.
Managing the Analytical Laboratory Clifford Nilsen 1996-05-31 A clear and concise manual on how to run a
quality control testing laboratory efficiently and in compliance. Hundreds of tips and techniques help the reader focus
on the essential elements of good laboratory management. This book includes thirty-nine useful SOPs that have
evolved from the author's years of practical experience. Fifteen case studies describe typical laboratory problems and
offer solutions to them. From how to train analysts, to how to lay out the laboratory, to how to assure that
samples are processed in a systematic manner, Managing the Analytical Laboratory: Plain and Simple covers it all.
Features
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