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This revised publication serves as a handy and current reference for professionals
engaged in planning, designing, building, validating and maintaining modern cGMP
pharmaceutical manufacturing facilities in the U.S. and internationally. The new
edition expands on facility planning, with a focus on the ever-growing need to
modify existing legacy facilities, and on current trends in pharmaceutical
manufacturing which include strategies for sustainability and LEED building
ratings. All chapters have been re-examined with a fresh outlook on current good
design practices.
Quality assurance of pharmaceutical products is a continuing concern of WHO.
Despite efforts made around the world to ensure a supply of quality and effective
medicines, substandard, spurious and counterfeit products still compromise health
care delivery in many countries. To respond to the global need for adequate quality
assurance of pharmaceuticals, WHO's Expert Committee on Specifications for
Pharmaceutical Preparations has over the years made numerous recommendations
to establish standards and guidelines and to promote the effective functioning of
national regulatory and control systems and the implementation of internationally
agreed standards by trained personnel. Many of the relevant documents endorsed
by the Committee are reproduced in this volume providing guidance covering all
aspects of good manufacturing practices (GMP). Important texts on inspection are
also included. Most of the material has been published separately in the Expert
Committee's reports. This compendium brings it together to make it more
accessible and of greater practical value to those working in faculties of pharmacy,
in medicines regulation and control and in the pharmaceutical industry. This is the
second updated edition of the compendium and includes texts published in 2005 and
2006 in the WHO Technical Report Series.
Pharmaceutical Analysis is a compulsory subject offered to all the under graduate
students of Pharmacy. This book on Pharmaceutical Analysis has been designed
considering the syllabi requirements laid down by AICTE and other premier
institutes/universities. The book covers both the Titrimetric and Instrumental
aspects of Pharmaceutical analysis which is helpful for use in multiple semesters.
According to the FDA Quality System Regulations, manufacturers must ensure that
"device packaging and shipping containers are designed and constructed to protect
the device from alteration or damage during the customary conditions of
processing, storage, handling, and distribution." As specific as this statement is, the
FDA does not provide instruc
Managing the Documentation Maze
Complete Guide to International Computer Validation Compliance for the
Pharmaceutical Industry
Cannabis Laboratory Fundamentals
Validation Practices for Biotechnology Products
A Complete Guide to Quality Management in the Medical Device Industry, Second
Edition
Pharmaceutical Extrusion Technology, Second Edition
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The validation of analytical methods is based on the
characterisation of a measurement procedure (selectivity,
sensitivity, repeatability, reproducibility). This volume
collects 31 outstanding papers on the topic, mostly
published in the period 2000-2003 in the journal
"Accreditation and Quality Assurance." They provide the
latest understanding, and possibly the rationale why it is
important to integrate the concept of validation into the
standard procedures of every analytical laboratory. In
addition, this anthology considers the benefits to both: the
analytical laboratory and the user of the measurement
results.
Featuring contributions from 25 specialists, this book
provides a single-source reference on the design of systems,
qualification of equipment, calibration and certification.
It covers explicit procedures for the validation of systems
required in the preparation of aseptic and nonaseptic
pharmaceutical products. Topics include installation
qualification, operational qualification, and change
control, F, D, and Z values, steam sterilization-in-place
technology and validation, sterilization methods, protocols
that allow procedures to be applied directly, obstacles that
may be encountered at any stage of the validation program,
and suggested solutions.
The International Conference of Harmonization (ICH) has
worked on har- nizing the stability regulations in the US,
Europe, and Japan since the early 1990s. Even though the
Stability Guidelines Q1A (R2) was issued over a decade ago,
issues surrounding this arena continue to surface as the
principles described in the guideline are applied to
different technical concentrations. As a result, the
stability community has continued to discuss concerns and
find ways of harmonizing regulatory requirements,
streamlining practices, improving processes in order to
bring safe and effective medical supplies to the patients
around the world. In 2007, the American Association of
Pharmaceutical Scientists (AAPS) Stability Focus Group
organized two workshops – the Stability Workshop and the
Degradation Mechanism Workshop. These meetings attracted
many industry scientists as well as representatives from
several regulatory agencies in the world to discuss
important topics related to pharmaceutical stability
practices. Recognizing the importance of documenting these
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discussions and with the permission of AAPS, I have worked
with speakers to assemble a collection of 30 articles from
presentations given at these two meetings, mainly the
Stability Workshop. I trust that this book will be
beneficial to all of you in providing guidance and up-todate information for building quality stability programs. v
Freedom of our mind is Mother of all inventions.
Thoroughly revised and expanded, the third edition of the
Encyclopedia of Chromatography is an authoritative source of
information for researchers in chemistry, biology, physics,
engineering, and materials science. This quick reference and
guide to specific chromatographic techniques and theory
provides a basic introduction to the science and techn
Guide for Additive Manufacturing
Modern HPLC for Practicing Scientists
Recommendations on Validation Master Plan, Installation and
Operational Qualification, Non-sterile Process Validation,
Cleaning Validation
Pharmaceutical Quality Assurance
Validation of Pharmaceutical Processes
Answers to Questions You Didn't Even Know to Ask
Mycotoxins - toxic secondary metabolites produced by mycotoxigenic fungi – pose a
significant risk to the food chain. Indeed, they may be the most hazardous of all food
contaminants in terms of chronic toxicity and legislative limits on their levels in food
and feed continue to be developed worldwide. Rapid and reliable methods for the
determination of both mycotoxigenic fungi and mycotoxins in food and feed are
therefore essential. This book reviews current and emerging methods in this area. Part
one focuses on the essentials of mycotoxin determination, covering sampling, sample
preparation and clean-up and key determination techniques, such as chromatographic
separation, liquid chromatography-mass spectrometry and immunochemical methods.
Part two then goes on to describe quality assurance, official methods and performance
criteria for determining mycotoxins in food and feed. Topics covered include laboratory
accreditation, method validation and measurement uncertainty. The development and
analysis of biomarkers for mycotoxins are discussed in part three. Individual chapters
focus on detecting exposure in humans and animals. Part four is concerned with the
processes involved in determining mycotoxigenic fungi in food and feed. It also
describes the identification of genes and gene clusters involved in mycotoxin
synthesis, as well as DNA barcoding of toxigenic fungi. Finally, part five explores some
of the emerging methods for mycotoxin analysis, ranging from bio-sensing to
spectroscopic techniques. With its distinguished editor and international team of
contributors, Determining mycotoxins and mycotoxigenic fungi in food and feed is a
standard reference for all those concerned with reducing mycotoxin contamination in
the food chain. Focuses on the essentials of mycotoxin determination, covering
sampling, sample preparation, clean-up and key determination techniques Documents
quality assurance and official methods and performance criteria for determining
mycotoxins in food and feed Explores the processes of determining mycotoxigenic
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fungi in food and feed including the identification of genes and gene clusters
Executive Summary Equipment Qualification of the 3mm BioProcess System Althea
Technologies Inc. Joey Stark May 13, 2013 Professional Science Masters Degree
Program California State University San Marcos Equipment plays an integral role in the
downstream manufacturing processes involved in the production of biological drug
products. Biologics are injectable drug products that are regulated by the FDA. Any
piece of equipment that comes in contact with these drug products must be qualified
before use. The purpose of an equipment qualification is to ensure that it consistently
meets the needs of its users. Althea Technologies recently purchased a 3mm
BioProcess System for use in the downstream manufacturing of biologics. The
objective was to validate the 3mm BioProcess System so that it could be used in the
manufacturing of biological drug products. To validate the 3mm BioProcess System, an
installation qualification (IQ) and operational qualification (OQ) was performed. The IQ
and OQ on the 3mm BioProcess System was performed using the documentation
provided by the manufacturer of the system, GE Healthcare. Based on the results
following the completion of the protocol, the 3mm BioProcess System met all of the
required installation qualification requirements as well as all of the required operational
qualification requirements. The successful completion of this protocol means that the
3mm BioProcess System is a fully operational system. However, before it can be used
to manufacture biological drug products, the protocol must first be reviewed by the
Quality Assurance (QA) department at Althea Technologies. The final report is for
Althea Technologies use only. This final report will be submitted for review to the QA
department. Based on the positive results following the execution of the protocol,
Quality Assurance will be releasing the 3mm BioProcess System for use in the
manufacturing of biologics. This will allow Althea Technologies to use the 3mm
BioProcess System as a selling point for new clients, which will increase the production
of biological drug products and revenue.
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 realworld 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.
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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.
The accessible, easy-to-follow guide that demystifies documentation management
When it comes to receiving documentation to confirm good science, U.S. and
international regulators place high demands on the healthcare industry. As a result,
companies developing and manufacturing therapeutic products must implement a
strategy that allows them to properly manage their records and documents, since they
must comply with rigorous standards and be available for regulatory review or
inspection at a moment’s notice. Written in a user-friendly Q&A style for quick
reference, Managing the Documentation Maze provides answers to 750 questions the
authors encounter frequently in their roles as consultants and trainers. In simple terms,
this handy guide breaks down the key components that facilitate successful document
management, and shows why it needs to be a core discipline in the industry with
information on: Compliance with regulations in pharmaceutical, biological, and device
record keeping Electronic systems, hybrid systems, and the entire scope of
documentation that companies must manage How to write and edit documents that
meet regulatory compliance Making the transition to an electronic system, including
how to validate and document the process Anyone responsible for managing
documents in the health field will find this book to be a trusted partner in unraveling the
bureaucratic web of confusion, while it initiates a plan on how to put an effective,
lasting system in place—one that will stand up to any type of scrutiny.
Transfusion Medicine, Apheresis, and Hemostasis
Handbook of Pharmaceutical Analysis by HPLC
Analytical Testing for the Pharmaceutical GMP Laboratory
An Engineering Guide
ISO 13485:2016

This book will be a substantial revision, which will reflect the new
version of the ISO 13485:2016. This represents the standard
protocols that all medical device manufacturers must follow, in the
fabrication of their products. It will focus on changes in the
structure of the quality management system; change in the
documentation for quality managemeent systems and finally,
present the different methods of implementation of the standard
requirements within the organization.This new version was initiated
in 2016, thus all apprpriate enterprises using the old standard must
convert to the new version, now available.The Second Edition will
clarify, explain and demonstrate the new version.
The legislative requirement for cannabis to undergo laboratory
testing has followed legalization of medical and recreational use in
every U.S. state to date. Cannabis safety testing is a new
investment opportunity within the emerging cannabis market that
is separate from cultivation, processing, and distribution, allowing
individuals and organizations who may have been reluctant to enter
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previously a new entry route to the cannabis space. However, many
of the costs, timelines, operational requirements, and compliance
issues are overlooked by people who have not been exposed to
regulated laboratory testing. Cannabis Laboratory Fundamentals
provides an in-depth review of the key issues that impact cannabis
testing laboratories and provides recommendations and solutions
to avoid common – but expensive – mistakes. The text goes beyond
methodology to include sections on economics, regulation, and
operational challenges, making it useful for both new and
experienced cannabis laboratory operators, as well as all those who
want to understand the opportunities and risks of this industry.
This comprehensive book encompasses various facets of sterile
product development. Key concepts relevant to the successful
development of sterile products are illustrated through case studies
and are covered under three sections in this book: • Formulation
approaches that discuss a variety of dosage forms including protein
therapeutics, lipid-based controlled delivery systems, PEGylated
biotherapeutics, nasal dosage form, and vaccines • Process,
container closure and delivery considerations including freeze-thaw
process challenges, best practices for technology transfer to enable
commercial product development, innovations and advancement in
aseptic fill-finish operations, approaches to manufacturing
lyophilized parenteral products, pen / auto-injector delivery
devices, and associated container closure integrity testing hurdles
for sterile product closures • Regulatory and quality aspects in the
areas of particulate matter and appearance evaluation, sterile
filtration, admixture compatibility considerations, sterilization
process considerations, microbial contamination investigations and
validation of rapid microbiological methods, and dry and moist heat
sterilizers This book is a useful resource to scientists and
researchers in both industry and academia, and it gives process and
product development engineers insight into current industry
practices and evolving regulatory expectations for sterile product
development.
This volume details current developments in industry practices and
standards relating to medical device packaging. This edition offers
entirely new as well as revised chapters on packaging materials,
package validation and methods and integrity testing, bar-coding
technology, environmentally sound packaging and disposal
procedures, storage autoclave sytems, international standards,
customer needs, regulatory aspects, and more.
Manufacturing of Pharmaceutical Proteins
Pharmaceutical Analysis
Equipment Qualification in the Pharmaceutical Industry
Principles of Qualification and Validation in Pharmaceutical
Manufacture
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Pharmaceutical Stability Testing to Support Global Markets
Sterile Product Development

This handbook details methods for sustainable compliance with GxPs and
21 CFR Part 11 validation requirements regarding computerized systems in
the pharmaceutical, biotechnology, and medical device industry. The
handbook follows FDA guidelines and best industry practices in defining
roles, responsib
The first edition of Pharmaceutical Extrusion Technology, published in
2003, was deemed the seminal book on pharmaceutical extrusion. Now it is
expanded and improved, just like the usage of extrusion has expanded,
improved and evolved into an accepted manufacturing technology to
continuously mix active pharmaceutical ingredients with excipients for a
myriad of traditional and novel dosage forms. Pharmaceutical Extrusion
Technology, Second Edition reflects how this has spawned numerous
research activities, in addition to hardware and process advancements. It
offers new authors, expanded chapters and contains all the extrusion
related technical information necessary for the development,
manufacturing, and marketing of pharmaceutical dosage forms.
This Second Edition discusses ways to improve pharmaceutical product
quality while achieving compliance with global regulatory standards. With
comprehensive step-by-step instructions, practical recommendations,
standard operating procedures (SOPs), checklists, templates, and graphics
for easy incorporation in a laboratory. This title serves as a complete
source to the subject, and explains how to develop and implement a
validation strategy for routine, non-routine, and standard analytical
methods, covering the entire equipment, hardware, and software
qualification process. It also provides guidance on qualification of certified
standards, in-house reference materials, and people qualification, as well
as internal and third party laboratory audits and inspections.
A concise yet comprehensive reference guide on HPLC/UHPLC that
focuses on its fundamentals, latest developments, and best practices in the
pharmaceutical and biotechnology industries Written for practitioners by
an expert practitioner, this new edition of HPLC and UHPLC for Practicing
Scientists adds numerous updates to its coverage of high-performance
liquid chromatography, including comprehensive information on UHPLC
(ultra-high-pressure liquid chromatography) and the continuing migration
of HPLC to UHPLC, the modern standard platform. In addition to
introducing readers to HPLC’s fundamentals, applications, and
developments, the book describes basic theory and terminology for the
novice, and reviews relevant concepts, best practices, and modern trends
for the experienced practitioner. HPLC and UHPLC for Practicing
Scientists, Second Edition offers three new chapters. One is a standalone
chapter on UHPLC, covering concepts, benefits, practices, and potential
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issues. Another examines liquid chromatography/mass spectrometry
(LC/MS). The third reviews at the analysis of recombinant biologics,
particularly monoclonal antibodies (mAbs), used as therapeutics. While all
chapters are revised in the new edition, five chapters are essentially
rewritten (HPLC columns, instrumentation, pharmaceutical analysis,
method development, and regulatory aspects). The book also includes
problem and answer sections at the end of each chapter. Overviews
fundamentals of HPLC to UHPLC, including theories, columns, and
instruments with an abundance of tables, figures, and key references
Features brand new chapters on UHPLC, LC/MS, and analysis of
recombinant biologics Presents updated information on the best practices
in method development, validation, operation, troubleshooting, and
maintaining regulatory compliance for both HPLC and UHPLC Contains
major revisions to all chapters of the first edition and substantial rewrites
of chapters on HPLC columns, instrumentation, pharmaceutical analysis,
method development, and regulatory aspects Includes end-of-chapter
quizzes as assessment and learning aids Offers a reference guide to
graduate students and practicing scientists in pharmaceutical,
biotechnology, and other industries Filled with intuitive explanations, case
studies, and clear figures, HPLC and UHPLC for Practicing Scientists,
Second Edition is an essential resource for practitioners of all levels who
need to understand and utilize this versatile analytical technology. It will be
a great benefit to every busy laboratory analyst and researcher.
Installation/Operation and Performance Qualification (IQ/OQ/PQ) of LaserBeam Powder Bed Fusion Equipment for Production Manufacturing
Equipment Qualification of the 3mm BioProcess System
Scientific Basis and Practices
Recommendations on : Validation Master Plan : Installation and
Operational Qualification : Non-sterile Process Validation : Cleaning
Validation
Handbook of Computer and Computerized System Validation for the
Pharmaceutical Industry
Validation in Chemical Measurement

A comprehesive yet concise guide to Modern HPLC Written for practitioners by a
practitioner, Modern HPLC forPracticing Scientists is a concise text which presents the
mostimportant High-Performance Liquid Chromatography (HPLC)fundamentals,
applications, and developments. It describes basictheory and terminology for the
novice, and reviews relevantconcepts, best practices, and modern trends for the
experiencedpractitioner. Moreover, the book serves well as an updatedreference guide
for busy laboratory analysts and researchers. Topics covered include: HPLC operation
Method development Maintenance and troubleshooting Modern trends in HPLC such
as quick-turnaround and "greener"methods Regulatory aspects While broad in scope,
this book focuses particularly onreversed-phase HPLC, the most common separation
mode, and onapplications for the pharmaceutical industry, the largest usersegment.
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Accessible to both novice and intermedate HPLC users,information is delivered in a
straightforward manner illustratedwith an abundance of diagrams, chromatograms,
tables, and casestudies, and supported with selected key references and
Webresources. With intuitive explanations and clear figures, Modern HPLC
forPracticing Scientists is an essential resource for practitioners ofall levels who need to
understand and utilize this versatileanalytical technology.
An expert, single-volume overview of the core processes and disciplines of
biopharmaceutical production In the newly revised Third Edition of Manufacturing of
Pharmaceutical Proteins: From Technology to Economy, renowned chemical engineer
Dr. Stefan Behme delivers a comprehensive text covering all aspects of
biopharmaceutical manufacturing, including legal and regulatory considerations,
production facility design, quality assurance, supply chain management, emerging
market regulations, and cost control. Suitable as both a reference book and a training
resource, this book extensively explores the impact of digital transformation on
pharmaceutical protein manufacturers and includes a brand-new chapter dedicated to
digitalization. The distinguished author provides readers with practical understanding of
the terminology and principles driving the various fields involved with biotechnological
production, including operations, legal, finance, and IT. He also offers: A thorough
introduction to biopharmaceutical production, including value creation, product types,
and biological basics Comprehensive explorations of the technology of the
manufacturing process and analytics Practical discussions of pharmacology and drug
safety, quality assurance, and pharmaceutical law In-depth examinations of
pharmaceutical protein production facilities, including facility design and the planning,
construction, and commissioning of a manufacturing plant Perfect for biotechnologists
working in the pharmaceutical industry, Manufacturing of Pharmaceutical Proteins:
From Technology to Economy will also earn a place in the libraries of pharmaceutical
engineers seeking a one-stop reference for all aspects of biopharmaceutical production.
Presents the current methods and practices by which companies that produce
genetically altered drugs assure that all components and finished products have the
identity, strength, quality, and purity that is purported and represented. Also considers
possible improvements and whether industry standard
An examination of the relation between biodrug development and governmental
regulation, focusing on the present state of collective knowledge of biotechnological
practitioners, including the identification of the scientific basis on regulatory
requirements in the field, as well as ways in which the
Sterile Products, Second Edition
Review Questions and Case Studies
Drug Biotechnology Regulation
Recommendation on Validation Master Plan
Validation and Qualification in Analytical Laboratories, Second Edition
Medical Device Packaging Handbook, Revised and Expanded

„Hauser und Wagner haben die neuen Möglichkeiten der Mammalian Cell Biology sehr
anregend dargestellt.“ Prof. Dr. Hans Fritz, Ludwig-Maximilians-Universität München
Authored by a team of respected scientists and technologists, this book covers many
pharmaceutical and biotechnology separations methods currently in use. Practical
applications and descriptions are offered for air elutriation, microporous filtration,
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ultrafiltration, phase partitioning, crystallization, and chromatographic technologies
such as adsorption, affinity, chelate, ion-exchange, size-exclusion, template, hydrophobic
interaction, biotransformations, and chiral separations. Containing hundreds of
references and a complete index, this book is designed for research and development
scientists, process optimization engineers, and quality control laboratory scientists as
well as quality assurance professionals and others needing to understand current
separation techniques.
Transfusion Medicine, Apheresis, and Hemostasis: Review Questions and Case Studies is
the collaborative effort that spanned a time period of 2 years and included 50 experts,
many whom are national leaders in their respected fields. It also represents the passion
and privilege we feel to teach the next generation of physicians in Transfusion Medicine
and Apheresis. The main goal for this book is to help the readers build a solid foundation
of both basic and advanced conceptual knowledge to prepare for the American Board of
Pathology (ABP) certification exam in Transfusion Medicine. This book is not intended to
be a substitute for textbooks, original research or review articles, and/or clinical
training. Further, since the field of medicine, both from a scientific and regulatory
perspective, rapidly changes, the readers are advised to continuously update their
knowledge by attending national meetings and reading clinical journals. To equip the
readers with the basic knowledge in critical reading and data analysis, which is an
essential skill in daily medical practice, a novel chapter titled “Data Interpretation in
Laboratory Medicine was included in this book. In this chapter, the readers are asked to
make logical conclusions based on the given data and/or statistical results. Moreover,
there is also a chapter on “Practical Calculations in Transfusion Medicine, Apheresis,
and Hemostasis to help consolidate all the necessary formulas commonly used in daily
practice for easy reference. These chapters are unique to our book and will not be found
in any other currently on the market. All of the questions in this book were originally
created by the authors of each chapter. Each question can either be standalone or part of
a case scenario representing challenge cases in Transfusion Medicine, Apheresis, and
Hemostasis. These questions often represent both rare and common clinical scenarios
that the authors have seen during their clinical practice. Each question is then followed
by 5 possible answers, with only one being correct (or the best answer). After the
question, there is a conceptual explanation followed by a more factual explanation of the
right and wrong answers. We gave the individual authors the freedom to choose how they
explained the wrong answer choices. Some authors chose to be more direct (e.g. Answer
A is incorrect because...), while other authors chose a more conversational style (e.g.
Human resources (answer A) includes staffing, selection, orientation, training, and
competency assessment of employees). This format is designed to help the student linking
the conceptual and factual knowledge together to form a solid foundation for use in
clinical practice. At the end of each chapter, there is a list of articles and textbooks that
will prove useful to the motivated student who wishes to become an expert in the field.
Another special feature to our textbook is the presence of a pre-test and post-test, which
are provided to help the readers with self-assessment. As stated above, the main focus of
this book is to help the readers preparing for the ABP certification exam in Transfusion
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Medicine. However, due to the interdisciplinary nature of the field of Transfusion
Medicine, Apheresis, and Hemostasis, we believe that this book is also beneficial to and
can be used by all clinicians involved in the management of complex transfusion,
apheresis, and hemostasis issues, such as hematologists, anesthesiologists, surgeons, and
critical care physicians. We further believe that it is a helpful guide for these specialists
to prepare for their own specialty certification exam, when the topics are related to
Transfusion Medicine, Apheresis, and Hemostasis.
This title is a general introduction aimed at all those involved in the engineering stages
required for the manufacturr of the active ingredient and its dosage forms.
A Compendium of Guidelines and Related Materials. Good manufacturing practices and
inspection
21 CFR Part 11
Pharmaceutical and Biotechnology Applications
From Technology to Economy
Pharmaceutical Production
Good Design Practices for GMP Pharmaceutical Facilities

Pharmaceutical Extrusion Technology is the only resource to provide indepth 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.
Completely revised and updated to reflect the significant advances in
pharmaceutical production and regulatory expectations, this third edition
of Validation of Pharmaceutical Processes examines and blueprints every
step of the validation process needed to remain compliant and
competitive. The many chapters added to the prior compilation examine
va
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, high-throughput 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
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HPLC ancillary techniques, sample preparations, and data handling
Covering regulatory requirements stipulated by the FDA, this book
delineates the organization, planning, verification, and documentation
activities and procedural controls required for compliance with worldwide
computer systems validation regulations. The author introduces
supporting technologies such as encryption and digital signatures and
places
Separations Technology
Quality Assurance of Pharmaceuticals
Mammalian Cell Biotechnology in Protein Production
The Computer System Risk Management and Validation Life Cycle
Formulation, Process, Quality and Regulatory Considerations
Encyclopedia of Chromatography
Equipment Qualification in the Pharmaceutical Industry provides
guidance and basic information for the preparation of a quality
qualification program. It has been noted that there is a general lack
of understanding in the industry, especially for those new to the
industry, as to what constitutes a compliant qualification program.
Even experienced professionals have felt a lack of security in
reaching a compliant state. This book outlines a guideline for the
preparation and execution of qualification protocols including the
installation (IQ), operational (OQ), and performance (PQ) protocols.
It discusses the importance of related qualification programs (e.g.,
quality systems, commissioning, computer system, and cleaning) and how
to incorporate them into a fully compliant qualification program.
Furthermore, it provides matrices of what could be included in each
type of protocol for major types of process equipment. While primarily
for people entering the pharmaceutical industry, those established in
the field will benefit from the multiple examples and matrices as well
as integration of related systems. Equipment Qualification in the
Pharmaceutical Industry provides students and pharmaceutical
scientists a guideline for the preparation and execution of
qualification (installation, operational, and performance) protocols.
Incorporates good manufacturing processes into a compliant
qualification program Provides examples of protocol layout Includes
matrices for major process equipment, installation quality,
operational quality, and performance quality requirements
Equipment Qualification in the Pharmaceutical IndustryAcademic Press
This Semester-in-Residence project was conducted at Gilead Sciences,
Biopharmaceutical Company, in Oceanside, CA within manufacturing
department. The goal of the project was to generate User Requirement
Specifications (URS), Standard Operating Procedure (SOP) and
Installation Qualification/Operational Qualification (IQ/OQ) documents
for Incubator Shaker validation. Equipment validation is one of the
most important activities that need to be performed prior to equipment
operation in a cGMP setting. The first step of the validation process
is to create documents that are required to perform validation. New
incubator shakers are being validated at Gilead Sciences, and URS, SOP
and IQ/OQ documents need to be created prior to validation. URS is
needed to identify the minimum requirements of incubator shakers with
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respect to the functionality and operating environment in which the
incubator will operate. A SOP is required to give specific
instructions to operators for robust operating processes, while IQ/OQ
document is necessary to confirm the minimum installation and
operational requirements of incubator shakers. Overall, URS, SOP and
IQ/OQ documents for the incubator shakers were generated successfully.
All the documents were reviewed and approved by personnel from
manufacturing, validation, engineering and quality assurance
department. URS and SOP are ready to be used as supporting documents
for validation, and IQ/OQ document is ready to be executed to complete
validation process in cGMP environment. Recommendations for future
work include the implementation of remote alarms and the execution of
IQ/OQ documents.
Installation and Operational Qualification : Non-sterile Process
Validation : Cleaning Validation
Determining Mycotoxins and Mycotoxigenic Fungi in Food and Feed
Validating Medical Packaging
HPLC and UHPLC for Practicing Scientists
Validation Document and Standard Operating Procedure (SOP) Creation of
Incubator Shaker for Vial Thaw and Shake Flask Manufacturing
Operations
Pharmaceutical Extrusion Technology
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