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Building upon the foundation of basics discussed in the previous edition, the Second
Edition provides a more in-depth look at the latest methods and technologies of
advanced drug screening, an essential function of drug discovery. With extensively
updated content and 21 new chapters, this text examines:quality and efficiency of drug
target validati
The Third Edition presents all pharmaceutical industry personnel and those in
academia with critical updates on the recent advances in granulation technology and
changes in FDA regulatory guidelines. Addressing precisely how these recent
innovations and revisions affect unit operation of particle generation and granulation,
this text assists the re
This book deals with various unique elements in the drugdevelopment process within
chemical engineering science andpharmaceutical R&D. The book is intended to be
used as aprofessional reference and potentially as a text book reference
inpharmaceutical engineering and pharmaceutical sciences. Many of theexperimental
methods related to pharmaceutical process developmentare learned on the job. This
book is intended to provide many ofthose important concepts that R&D Engineers and
manufacturingEngineers should know and be familiar if they are going to besuccessful
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in the Pharmaceutical Industry. These include basicanalytics for quantitation of reaction
components– oftenskipped in ChE Reaction Engineering and kinetics books. In
additionChemical Engineering in the Pharmaceutical Industryintroduces contemporary
methods of data analysis for kineticmodeling and extends these concepts into Quality
by Designstrategies for regulatory filings. For the current professionals,in-silico process
modeling tools that streamlineexperimental screening approaches is also new and
presented here.Continuous flow processing, although mainstream for ChE, is uniquein
this context given the range of scales and the complex economicsassociated with
transforming existing batch-plant capacity. The book will be split into four distinct yet
related parts.These parts will address the fundamentals of analytical techniquesfor
engineers, thermodynamic modeling, and finally provides anappendix with common
engineering tools and examples of theirapplications.
A guide to the important chemical engineering concepts for the development of new
drugs, revised second edition The revised and updated second edition of Chemical
Engineering in the Pharmaceutical Industry offers a guide to the experimental and
computational methods related to drug product design and development. The second
edition has been greatly expanded and covers a range of topics related to formulation
design and process development of drug products. The authors review basic analytics
for quantitation of drug product quality attributes, such as potency, purity, content
uniformity, and dissolution, that are addressed with consideration of the applied
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statistics, process analytical technology, and process control. The 2nd Edition is divided
into two separate books: 1) Active Pharmaceutical Ingredients (API’s) and 2) Drug
Product Design, Development and Modeling. The contributors explore technology
transfer and scale-up of batch processes that are exemplified experimentally and
computationally. Written for engineers working in the field, the book examines in-silico
process modeling tools that streamline experimental screening approaches. In addition,
the authors discuss the emerging field of continuous drug product manufacturing. This
revised second edition: Contains 21 new or revised chapters, including chapters on
quality by design, computational approaches for drug product modeling, process design
with PAT and process control, engineering challenges and solutions Covers chemistry
and engineering activities related to dosage form design, and process development,
and scale-up Offers analytical methods and applied statistics that highlight drug product
quality attributes as design features Presents updated and new example calculations
and associated solutions Includes contributions from leading experts in the field Written
for pharmaceutical engineers, chemical engineers, undergraduate and graduation
students, and professionals in the field of pharmaceutical sciences and manufacturing,
Chemical Engineering in the Pharmaceutical Industry, Second Edition contains
information designed to be of use from the engineer's perspective and spans
information from solid to semi-solid to lyophilized drug products.
Addressing the increased use of protein and peptide candidates as treatments for
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previously untreatable diseases, this comprehensive and progressive source provides
the reader with a roadmap to an increased understanding of issues critical for
successfully developing a protein or peptide therapeutic candidate. Proteins and
Peptides is
A guide to the development and manufacturing of pharmaceutical products written for
professionals in the industry, revised second edition The revised and updated second
edition of Chemical Engineering in the Pharmaceutical Industry is a practical book that
highlights chemistry and chemical engineering. The book's regulatory quality strategies
target the development and manufacturing of pharmaceutically active ingredients of
pharmaceutical products. The expanded second edition contains revised content with
many new case studies and additional example calculations that are of interest to
chemical engineers. The 2nd Edition is divided into two separate books: 1) Active
Pharmaceutical Ingredients (API's) and 2) Drug Product Design, Development and
Modeling. The active pharmaceutical ingredients book puts the focus on the chemistry,
chemical engineering, and unit operations specific to development and manufacturing
of the active ingredients of the pharmaceutical product. The drug substance operations
section includes information on chemical reactions, mixing, distillations, extractions,
crystallizations, filtration, drying, and wet and dry milling. In addition, the book includes
many applications of process modeling and modern software tools that are geared
toward batch-scale and continuous drug substance pharmaceutical operations. This
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updated second edition: • Contains 30new chapters or revised chapters specific to API
, covering topics including: manufacturing quality by design, computational approaches,
continuous manufacturing, crystallization and final form, process safety • Expanded
topics of scale-up, continuous processing, applications of thermodynamics and
thermodynamic modeling, filtration and drying • Presents updated and expanded
example calculations • Includes contributions from noted experts in the field Written for
pharmaceutical engineers, chemical engineers, undergraduate and graduate students,
and professionals in the field of pharmaceutical sciences and manufacturing, the
second edition of Chemical Engineering in the Pharmaceutical Industry focuses on the
development and chemical engineering as well as operations specific to the design,
formulation, and manufacture of drug substance and products.
A guide to the development and manufacturing of pharmaceutical products written for
professionals in the industry, revised second edition The revised and updated second
edition of Chemical Engineering in the Pharmaceutical Industry is a practical book that
highlights chemistry and chemical engineering. The book’s regulatory quality strategies
target the development and manufacturing of pharmaceutically active ingredients of
pharmaceutical products. The expanded second edition contains revised content with
many new case studies and additional example calculations that are of interest to
chemical engineers. The 2nd Edition is divided into two separate books: 1) Active
Pharmaceutical Ingredients (API’s) and 2) Drug Product Design, Development and
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Modeling. The active pharmaceutical ingredients book puts the focus on the chemistry,
chemical engineering, and unit operations specific to development and manufacturing
of the active ingredients of the pharmaceutical product. The drug substance operations
section includes information on chemical reactions, mixing, distillations, extractions,
crystallizations, filtration, drying, and wet and dry milling. In addition, the book includes
many applications of process modeling and modern software tools that are geared
toward batch-scale and continuous drug substance pharmaceutical operations. This
updated second edition: • Contains 30new chapters or revised chapters specific to API,
covering topics including: manufacturing quality by design, computational approaches,
continuous manufacturing, crystallization and final form, process safety • Expanded
topics of scale-up, continuous processing, applications of thermodynamics and
thermodynamic modeling, filtration and drying • Presents updated and expanded
example calculations • Includes contributions from noted experts in the field Written for
pharmaceutical engineers, chemical engineers, undergraduate and graduate students,
and professionals in the field of pharmaceutical sciences and manufacturing, the
second edition of Chemical Engineering in the Pharmaceutical Industry focuses on the
development and chemical engineering as well as operations specific to the design,
formulation, and manufacture of drug substance and products.
Generic Drug Product Development: Specialty Dosage Forms explores the issues
related to providing evidence of pharmaceutical equivalence and bioequivalence for
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specialty drug products. It describes various scientific approaches and regulatory
requirements for manufacturers who need to demonstrate the therapeutic equivalence
of generic specialty drug products to brand name alternatives. The contributors discuss
measurement of drug product quality and performance, as well as the regulatory and
scientific requirements of topical, nasal and inhalation, and transdermal drug delivery
products, along with generic biologics and modified release parenteral drug products.
The book is essential reading for specialists and researchers in pharmaceutical drug
development, regulation, manufacturing, and others in the pharmaceutical sciences.
This thoroughly revised and expanded reference provides authoritative discussions on the
physiologic, pharmacologic, metabolic, molecular, cellular and physicochemical factors,
influencing the efficacy and utilization of pharmaceutical aerosol. It analyzes the latest science
and developments in the generation, administration and characterization of these compounds,
showcasing current clinical applications, the efficiency and limitations of major aerosol
products and emerging aerosol therapies impacting the field.
Presenting breakthrough research pertinent to scientists in a wide range of disciplines-from
medicine and biotechnology to cosmetics and pharmacy-this Second Edition provides practical
approaches to complex formulation problems encountered in the development of particulate
delivery systems at the micro- and nano-size level. Completely revised and e
This volume examines the advantages and limitations of the major gene delivery systems and
offers guidelines to select the most appropriate viral or synthetic delivery system for specific
therapeutic applications. It discusses advances in the design, optimization, and adaptation of
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gene delivery systems for the treatment of cancerous, cardiovascular, pulmonary, genetic, and
infectious diseases.
Filtration and Purification in the Biopharmaceutical Industry, First Edition greatly expands its
focus with extensive new material on the critical role of purification and the significant
advances in filtration science and technology. This new edition provides state-of-the-science
information on all aspects of filtration and purification, in
Oral lipid-based formulations are attracting considerable attention due to their capacity to
facilitate gastrointestinal absorption and reduce or eliminate the effect of food on the
absorption of poorly water-soluble, lipophilic drugs. Despite the obvious and demonstrated
utility of these formulations for addressing a persistent and growing problem
As the generic pharmaceutical industry continues to grow and thrive, so does the need to
conduct efficient and successful bioequivalence studies. In recent years, there have been
significant changes to the statistical models for evaluating bioequivalence, and advances in the
analytical technology used to detect drug and metabolite levels have made
With over 100 illustrations, Volume 1 addresses the core disciplines of pharmaceutics
(absorption, PK, excipients, tablet dosage forms, and packaging), and explores the challenges
and paradigms of pharmaceutics. Key topics in Volume 1 include: • principles of drug
absorption, chemical kinetics, and drug stability • pharmacokinetics • the effect of route of
administration and distribution on drug action • in vivo imaging of dose forms: gamma
scintigraphy, PET imaging NMR, MRI, etc. • powder technology • excipient design and
characterization • preformulation • optimization techniques in pharmaceutical formulation and
processing • disperse and surfactant systems • the solid state, tablet dosage forms, coating
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processes, and hard and soft shell capsules • parenteral products
Due to a worldwide need for lower cost drug therapy, use of generic and multi-source drug
products have been increasing. To meet international patent and trade agreements, the
development and sale of these products must conform to national and international laws, and
generic products must prove that they are of the same quality and are therapeutically
equivalent to the brand name alternative. However, many countries have limited resources to
inspect and verify the quality of all drug products for sale in their country. This title discusses
the worldwide legislative and regulatory requirements for the registration of generic and multisource drug products.
This cutting-edge reference clearly explains pharmaceutical transport phenomena,
demonstrating applications ranging from drug or nutrient uptake into vesicle or cell
suspensions, drug dissolution and absorption across biological membranes, whole body
kinetics, and drug release from polymer reservoirs and matrices to heat and mass transport in
freeze-drying and hygroscopicity. Focuses on practical applications of drug delivery from a
physical and mechanistic perspective, highlighting biological systems. Written by more than 30
international authorities in the field, Transport Processes in Pharmaceutical Systems discusses
the crucial relationship between the transport process and thermodynamic factors analyzes the
dynamics of diffusion at liquid-liquid, liquid-solid, and liquid-cultured cell interfaces covers
prodrug design for improving membrane transport addresses the effects of external stimuli in
altering some natural and synthetic polymer matrices examines properties of hydrogels,
including synthesis, swelling degree, swelling kinetics, permeability, biocompatibility, and
biodegradability presents mass transfer of drugs and pharmacokinetics based on mass
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balance descriptions and more! Containing over 1000 references and more than 1100
equations, drawings, photographs, micrographs, and tables, Transport Processes in
Pharmaceutical Systems is a must-read resource for research pharmacists, pharmaceutical
scientists and chemists, chemical engineers, physical chemists, and upper-level
undergraduate and graduate students in these disciplines.
This source expertly examines the discovery, biological structure, control, and continued
clarification of endotoxin from a parenteral manufacturing perspective, with in-depth discussion
of state-of-the-art technologies involving Limulus amebocyte lysate (LAL) such as assay
development, automation, depyrogenation. Completely revised and exp
Thoroughly updated and expanded, this new Third Edition provides the latest information on
dosage, forms, film defects, and polymer characterization. Written by renowned leaders in the
field, Aqueous Polymeric Coatings for Pharmaceutical Dosage Forms is easily the most
comprehensive book available on the market today. New to the Third Edition: the interaction of
drugs with functional polymers the influence of processing parameters on coating quality the
stabilization of polymeric film coats plasticizers and their applications in pharmaceutical
coatings adhesion of polymeric films to solid substrates basic properties of latex and
pseudolatex colloidal dispersions Key topics included: polymer interactions with drugs and
excipients physical aging of polymeric films a complete overview and in-depth analysis of
recent advances in the field, which includes information on the latest equipment used to apply
polymers to a pharmaceutical system illustrated examples explaining the appropriate steps to
be taken in order to solve formulation, processing, and stability problems to achieve an
optimized dosage form
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Highlighting key issues and differences among GMPs of Europe, Canada, and the WHO, this
reference examines US law and governmental policy affecting domestic and multinational
pharmaceutical manufacturing. The book recommend pragmatic ways to interpret and comply
with FDA CGMP regulation and related criteria. They focus on geographical redistribution of
manufacturing facilities, accommodation of a diversity of regulatory and statutory governance,
adaptation to disparate human resources, and new growth areas of manufacture and
distribution of homeopathic remedies and dietary supplements, in addition to the greater quality
control required of pharmacists and other authorized dispensers.
Pharmaceutical Process Engineering, Second EditionCRC Press
Containing 350 illustrations, tables, and equations and covering AAPS/FDA guidelines for the
experimentation and analysis of in vivo and in vitro percutaneous absorption, this reference
provides comprehensive coverage of the development, preparation, and application of topical
and transdermal therapeutic systems. Recognized international experts di
This reference presents the most recent breakthroughs and techniques in affinity capillary
electrophoresis (ACE) to measure and determine the physicochemical and thermodynamic
parameters of drug compounds. The authors offer strategies to explore and characterize
interactions between drugs, drug vehicles, and biological membranes to facilitate devel
Discover the latest ICH news from international experts in the pharmaceutical industry,
academia, and regulatory bodies. The recent International Conference on Harmonisation (ICH)
revisions of regulatory requirements for quality, nonclinical, and clinical pharmaceutical product
registration are the focus of this timely update. This cutting-edge resource includes the major
headings in the modular structure of the Common Technical Document (CTD), which is now
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the agreed format for product information submission. The format, specification, and technical
requirements of the e-CTD, the electronic version of CTD, are also thoroughly discussed. The
book is organized into six highly practical segments: Part I: CTD, eCTD, Module 1, and
Environmental Risk Assessment Part II: CTD Summaries Part III: Quality Topics Part IV:
Nonclinical Topics Part V: Clinical Topics Part VI: Other Topics (including drug-device
combination products) This text is a must-have for those in the pharmaceutical industry
determining regulatory requirements for the major world markets in Europe, the US, Canada,
and Japan.
A critical technology in the science of contamination control, environmental monitoring is a
technique that provides important data on the quality of a process, processing environment,
and final product, which can aid scientists in identifying and eliminating potential sources of
contamination in cleanrooms and controlled environments. In response
Interconnecting the fundamentals of supercritical fluid (SCF) technologies, their current and
anticipated utility in drug delivery, and process engineering advances from related
methodological domains and pharmaceutical applications, this volume unlocks the potential of
supercritical fluids to further the development of improved pharmaceutical products-from drug
powders for respiratory delivery to drug delivery systems for controlled release.
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
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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.
With step-by-step methods of drug production and knowledge of major unit operations and key
concepts of pharmaceutical engineering, this guide will help to improve communication among
the varied professionals working in the pharmaceutical industry. Key features: REVISION OF A
BESTSELLER - Updates include recent advances in the field to keep pharmaceutical scientists
and technologists up-to-date IDEAL INTRODUCTORY TEXT - Covers basic engineering
principles, drug production, and development processes, so scientists can easily convert bulk
pharmaceutical products into patient-ready dosage forms NEW INFORMATION - on quality
principles that include quality by design; mathematical and statistical approaches to
experimental design; computer aided design; and PAT (process analytical technology) keeps
professionals at the forefront of their field COMPREHENSIVE COVERAGE - Step-by-step
methods of drug production, knowledge of major unit operations, and key concepts of
pharmaceutical engineering will help to improve communication among the varied
professionals working in the pharmaceutical industry
Exploring the analysis of pharmaceuticals, including polymorphic forms, this book discusses
regulatory requirements in pharmaceutical product development and pharmaceutical testing. It
covers methods of drug separation and procedures such as capillary electrophoresis for
chromatographic separation of molecules. Additional topics include drug formulation analysis
using vibrational and magnetic resonance spectroscopy and identification of drug metabolites
and decomposition products using such techniques as mass spectrometry. The book provides
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more than 300 tables, equations, drawings, and photographs, and convenient, easy-to-use
indices, facilitating quick access to each topic.
Pharmaceutical Extrusion Technology is the only resource to provide in-depth descriptions and
analyses of the key parameters of extruders and extrusion processes. The book highlights the
applicability of melt extrusion in pharmaceutical drug development and product manufacturing,
including controlled release, dissolution rate and bioavailability enhancement, and granulation
technology. It brings together the technical information necessary to develop and market
pharmaceutical dosage forms that meet current quality and regulatory requirements and details
extruder hardware and controls, process definition and troubleshooting of single and twin
screw extrusion processes, and more.
Demonstrates how substitution of a variety of ligands can render albumin a versatile targeting
tool for selective drug accumulation in various cell populations of the liver! This book discusses
physical, chemical, and biological approaches to drug targeting technology, focusing on oral,
dispersed system, topical, dermal, transdermal, and inh
Aimed at those already involved in drug development or those considering entering the field,
Clinical Drug Trials and Tribulations, Second Edition comprehensibly addresses the new, dayto-day challenges of drug development with valuable assessments of the areas affecting the
conduction of nonclinical and clinical studies. Addressing which decisions should be made
during drug development, this updated and expanded text/reference carefully guides readers
through the various trials and tribulations that emerge phase-by-phase and are pertinent to all
levels of pharmaceutical or clinical drug management. Bringing together the latest information
on drug development, the Second Edition contains: new material on... international regulation
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and deregulation venture capitalist investment the IND process informed consent changes in
manufacturing and updated and extended coverage of... pediatric drug trial design the
advantages and disadvantages of orphan drug designations the maximization of package
inserts for marketing post approval safety surveillance withdrawals from the drug market
Clinical Drug Trials and Tribulations, Second Edition will prove an invaluable reference for
pharmacologists, pharmacists, clinical chemists, clinical coordinators, clinical monitors,
government drug regulatory personnel, and bioethicists as well as a useful text for medical or
pharmacy school courses on pharmaceutical development and research.

Through the use of practical examples and solutions, Pharmaceutical Statistics:
Practical and Clinical Applications, Fifth Edition provides the most complete and
comprehensive guide to the various statistical applications and research issues in
the pharmaceutical industry, particularly in clinical trials and bioequivalence
studies.
The source Dermal Absorption and Toxicity Assessment supplies a state-of-theart overview of the dermal absorption process, and is divided into six well
organized sections. Written by internationally recognized experts in the field, this
Second Edition is a complete revised and updated text, covering the wide range
of methods used to assess skin ab
Based on a training course developed by Dr. Joseph T. Piechocki and other
experts in this field whose contributions appear in this book for two International
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Meetings on the Photostability of Drugs and Drug Products, this text clarifies the
guidelines set by the International Conference on Harmonization (ICH) and
provides a comprehensive background
Presents authoritative state-of-the-art discussions of the key issues pertinent to
transdermal drug delivery, examining those topics necessary to enable a critical
evaluation of a drug candidate's potential to be delivered across the skin; from
physical chemistry and assessment of drug permeability to available
enhancement technolgies, to regulator
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,
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technicians, and managers—as well as for undergraduate and postgraduate
courses in industrial pharmacy and pharmaceutical technology.
To successfully bring an Active Pharmaceutical Ingredient (API) to market, many
steps must be followed to ensure compliance with governmental regulations.
Active Pharmaceutical Ingredients is an unparalleled guide to the development,
manufacturing, and regulation of the preparation and use of APIs globally. Topics
include:Safety, efficacy, and envi
With global harmonization of regulatory requirements and quality standards and
national and global business consolidations ongoing at a fast pace,
pharmaceutical manufacturers, suppliers, contractors, and distributors are
impacted by continual change. Offering a wide assortment of policy and guidance
document references and interpretations, this Sixth Edition is significantly
expanded to reflect the increase of information and changing practices in CGMP
regulation and pharmaceutical manufacturing and control practices worldwide. An
essential companion for every pharmaceutical professional, this guide is updated
and expanded by a team of industry experts, each member with extensive
experience in industry or academic settings.
Presenting applications in clinical development, pharmacokinetic/
pharmacodynamic modelling and clinical trial simulation, this reference studies
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the role of biomarkers in successful drug formulation and development.
Copyright: 38a6bbf2421bca2edf398479b5131937

Page 18/18

Copyright : hmshoppingmorgen.hm.com

