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ISPE Baseline Pharmaceutical Engineering Guide for New and
Renovated Facilities 2013 pharmaceutical manufacturing can be
viewed as a supply chain which spans from the production and
purchase of the starting and packaging materials through the
manufacture of dosage forms until the safe reception of the
finished product by the patient the entire chain comprises of
several processes auditing materials purchase procurement
production storage distribution quality control and quality
assurance the quality standard for pharmaceutical production
is current good manufacturing practice cgmp which is applied
within the frame of a pharmaceutical quality system pqs this
implementation however requires a scientific approach and has
to take into account several elements such as risk assessment
life cycle patient protection among other factors hence
pharmaceutical manufacturing is a complex subject in terms of
regulation given the technical and managerial requirements
this comprehensive handbook describes cgmp for new
professionals who want to understand and apply the elements
which build up pharmaceutical quality assurance the book
gives details about basic quality control requirements such
as risk management quality hazards and management systems
documentation clean environments personnel training and gives
guidelines on regulatory aspects this is an ideal handbook
for undergraduates studying pharmaceutical or industrial
manufacturing and supply chains as well for entrepreneurs and
quality control professionals seeking to learn about cgmp
standards and implementing quality assurance systems in the
pharmaceutical sector
ISPE Baseline® Guide: Volume 5 - Commissioning and
Qualification 2006-05 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
ISPE Baseline® Guide: Volume 7 - Risk-Based Manufacture of
Pharmaceutical Products (Risk-MaPP) 2011-04-15 it is well
known that the applications of unit operations like heat
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transfer evaporation extraction mixing filtration and a host
of others are quite common in the pharmaceutical industry be
it in the production of synthetic drugs biological and
microbiological products or in the manufacture of
pharmaceutical formulations as such anyone who is to look
after these manufacturing operations must be quite
knowledgeable with the theoretical and equipment aspects
involved in the relevant unit operations since a major
involvement of the pharmacy graduates lies in the numerous
manufacturing operations mentioned above it is very much
necessary that the subject is taught with a pharmacy
orientation there is no book so far which has achieved this
the existing books on unit operations give extensive theory
and also deal with a lot of equipment not employed in the
pharmaceutical industry due to a lack of a pharmacy oriented
book in this area the students and the teachers are facing
difficulties in many ways the present book is the first one
of its kind on pharmaceutical engineering the special
features of this book are as follows it includes theoretical
and equipment aspects relevant to thepharmaceutical industry
and that too to the extent needed for pharmacy graduates and
examples from pharmaceutical industry are quoted extensively
solutions to a number of simpler numerical problems are given
at the end of each chapter a large number of questions both
theoretical and numerical are given there is therefore no
doubt that the book will be of great use not only to the
students but also to the teachers in the subject in india and
abroad as well
Baseline Pharmaceutical Engineering Guide for New and
Renovated Facilities: Oral solid dosage forms 2007 quality
second edition provides comprehensive application of
regulatory guidelines and quality concepts and methodologies
related to pharmaceutical manufacturing it is an excellent
resource for practitioners those pursuing pharmaceutical
related certifications and for students trying to learn more
about pharmaceutical manufacturing this book provides the
background theory applied descriptions of the guidelines and
concepts plus questions and problems at the end of the
chapters that will help provide practice for the reader to
apply the concepts in this book the authors share their
combined 60 years of extensive practical experience in the
industry and in process improvement combined with detailed
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understanding of the needs of the industry and education
system this book provides real life examples from industry
and guidelines for practical application of tools that can be
referenced by operators engineers and management this book is
fully revised updated and expanded with new content in areas
such as qbd lean six sigma basic data analysis and capa tools
fully revised updated and expanded new edition features new
topics such as qbd lean six sigma basic data analysis and
capa tools includes end of chapter summaries and end of
chapter question and or problems provides detailed steps and
examples for applying the guidelines and quality tools
written in an accessible style making the content easy to
understand and apply
Bulk Pharmaceutical Chemicals 1992-06-01 this comprehensive
introduction covers all aspects of biopharmaceutical
manufacturing including legal and regulatory issues as well
as costing procedures written by a leading expert at one of
the largest pharmaceutical companies worldwide this practical
text is aimed at a wide audience ranging from libraries via
biotech companies to students and technicians planning to
enter biopharmaceutical manufacturing in addition it is well
suited for academic teaching as well as internal training
within larger biotech or pharmaceutical companies
Sterile Product Manufacturing Facilities 2011 standards
technologies and requirements for computer validation have
changed dramatically in recent years and so have the
interpretation of the standards and the understanding of the
processes involved international it regulations and
compliance brings together current thinking on the
implementation of standards and regulations in relation to it
for a wide variety of industries the book provides
professionals in pharmaceutical and semiconductor industries
with an updated overview of requirements for handling it
systems according to various quality standards and how to
translate these requirements in the regulations
ISPE Baseline® Guide 2004-07-04 revised to reflect
significant advances in pharmaceutical production and
regulatory expectations handbook of validation in
pharmaceutical processes fourth edition examines and
blueprints every step of the validation process needed to
remain compliant and competitive this book blends the use of
theoretical knowledge with recent technological advancements
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to achieve applied practical solutions as the industry s
leading source for validation of sterile pharmaceutical
processes for more than 10 years this greatly expanded work
is a comprehensive analysis of all the fundamental elements
of pharmaceutical and bio pharmaceutical production processes
handbook of validation in pharmaceutical processes fourth
edition is essential for all global health care manufacturers
and pharmaceutical industry professionals key features
provides an in depth discussion of recent advances in
sterilization identifies obstacles that may be encountered at
any stage of the validation program and suggests the newest
and most advanced solutions explores distinctive and specific
process steps and identifies critical process control points
to reach acceptable results new chapters include disposable
systems combination products nano technology rapid microbial
methods contamination control in non sterile products liquid
chemical sterilization and medical device manufacture
ISPE Baseline® Guide 2017-08-02 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
ISPE Baseline Guide 2001-01-01 essential information for
architects designers engineers equipment suppliers and other
professionals who are working in or entering the
biopharmaceutical manufacturing field biomanufacturing
facilities that are designed and built today are radically
different than in the past the vital information and
knowledge needed to design and construct these increasingly
sophisticated biopharmaceutical manufacturing facilities is
difficult to find in published literature and it s rarely
taught in architecture or design schools this is the first
book for architects and designers that fills this void
process architecture in biomanufacturing facility design
provides information on design principles of
biopharmaceutical manufacturing facilities that support
emerging innovative processes and technologies use state of
the art equipment are energy efficient and sustainable and
meet regulatory requirements relying on their many years of
hands on design and operations experience the authors
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emphasize concepts and practical approaches toward design
construction and operation of biomanufacturing facilities
including product process facility relationships closed
systems and single use equipment aseptic manufacturing
considerations design of biocontainment facility and process
based laboratory and sustainability considerations as well as
an outlook on the facility of the future provides guidelines
for meeting licensing and regulatory requirements for
biomanufacturing facilities in the u s a and who especially
in emerging global markets in india china latin america and
the asia pacific regions focuses on innovative design and
equipment to speed construction and time to market increase
energy efficiency and reduce footprint construction and
operational costs as well as the financial risks associated
with construction of a new facility prior to the approval of
the manufactured products by regulatory agencies includes
many diagrams that clarify the design approach process
architecture in biomanufacturing facility design is an ideal
text for professionals involved in the design of facilities
for manufacturing of biopharmaceuticals and vaccines
biotechnology and life science industry including architects
and designers of industrial facilities construction equipment
vendors and mechanical engineers it is also recommended for
university instructors advanced undergraduates and graduate
students in architecture industrial engineering mechanical
engineering industrial design and industrial interior design
ISPE Baseline® Guide 2010-01-25 downstream industrial
biotechnology an affordable easily accessible desk reference
on biomanufacturing focused on downstream recovery and
purification advances in the fundamental knowledge
surrounding biotechnology novel materials and advanced
engineering approaches continue to be translated into
bioprocesses that bring new products to market at a
significantly faster pace than most other industries
industrial scale biotechnology and new manufacturing methods
are revolutionizing medicine environmental monitoring and
remediation consumer products food production agriculture and
forestry and continue to be a major area of research the
downstream stage in industrial biotechnology refers to
recovery isolation and purification of the microbial products
from cell debris processing medium and contaminating
biomolecules from the upstream process into a finished
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product such as biopharmaceuticals and vaccines downstream
process design has the greatest impact on overall
biomanufacturing cost because not only does the biochemistry
of different products e g peptides proteins hormones
antibiotics and complex antigens dictate different methods
for the isolation and purification of these products but
contaminating byproducts can also reduce overall process
yield and may have serious consequences on clinical safety
and efficacy therefore downstream separation scientists and
engineers are continually seeking to eliminate or combine
unit operations to minimize the number of process steps in
order to maximize product recovery at a specified
concentration and purity based on wiley s encyclopedia of
industrial biotechnology bioprocess bioseparation and cell
technology this volume features fifty articles that provide
information on down stream recovery of cells and protein
capture process development and facility design equipment pat
in downstream processes downstream cgmp operations and
regulatory compliance it covers cell wall disruption and
lysis cell recovery by centrifugation and filtration large
scale protein chromatography scale down of biopharmaceutical
purification operations lipopolysaccharide removal porous
media in biotechnology equipment used in industrial protein
purification affinity chromatography antibody purification
monoclonal and polyclonal protein aggregation precipitation
and crystallization freeze drying of biopharmaceuticals
biopharmaceutical facility design and validation
pharmaceutical bioburden testing regulatory requirements
ideal for graduate and advanced undergraduate courses on
biomanufacturing biochemical engineering biopharmaceutical
facility design biochemistry industrial microbiology gene
expression technology and cell culture technology downstream
industrial biotechnology is also a highly recommended
resource for industry professionals and libraries
ISPE Baseline® Guide: Volume 2 - Oral Solid Dosage Forms
2011-04-15 parenteral medications is an authoritative
comprehensive reference work on the formulation and
manufacturing of parenteral dosage forms effectively
balancing theoretical considerations with practical aspects
of their development previously published as a three volume
set all volumes have been combined into one comprehensive
publication that addresses the plethora of changes in the
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science and considerable advances in the technology
associated with these products and routes of administration
key features provides a comprehensive reference work on the
formulation and manufacturing of parenteral dosage forms
addresses changes in the science and advances in the
technology associated with parenteral medications and routes
of administration includes 13 new chapters and updated
chapters throughout contains the contributors of leading
researchers in the field of parenteral medications uses full
color detailed illustrations enhancing the learning process
the fourth edition not only reflects enhanced content in all
the chapters but also highlights the rapidly advancing
formulation processing manufacturing parenteral technology
including advanced delivery and cell therapies the book is
divided into seven sectionss section 1 parenteral drug
administration and delivery devices section 2 formulation
design and development section 3 specialized drug delivery
systems section 4 primary packaging and container closure
integrity section 5 facility design and environmental control
section 6 sterilization and pharmaceutical processing section
7 quality testing and regulatory requirements
ISPE Baseline Guide® 1998-02 written by twenty eight experts
filled with recommendations that can immediately be put into
action this book provides the strategies and tactics required
to link and harmonize manufacturing processes with gmp to
achieve optimum operability and cost effective regulatory
compliance drawn from name brand and generic companies and
regulatory and contract organizations across the globe the
contributing authors bring readers a combined 450 years of
hands on experience they offer thought provoking questions to
help readers diagnose their company s challenges needs and
available options all with the single purpose of achieving
their ultimate goals quality high productivity and
profitability
ISPE Baseline® Guide: Volume 1 - Active Pharmaceutical
Ingredients 2008-04-17 edited by two of the most
distinguished pioneers in genetic manipulation and bioprocess
technology this bestselling reference presents a
comprehensive overview of current cell culture technology
used in the pharmaceutical industry contributions from
several leading researchers showcase the importance of gene
discovery and genomic technology devel
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ISPE Baseline Guide 2004 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
ISPE Baseline® Guide: Volume 2 - Oral Solid Dosage Forms
2011-10-25 pharmaceutical dosage forms parenteral medications
explores the administration of medications through other than
the enteral route first published in 1984 as two volumes and
then last revised in 1993 this three volume set presents the
plethora of changes in the science and considerable advances
in the technology associated with these products
Sterile Manufacturing Facilities 1999-01-01 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
ISPE Baseline® Guide: Volume 3 - Sterile Product
Manufacturing Facilities 2011-10-25 this three volume set of
pharmaceutical dosage forms parenteral medications is an
authoritative comprehensive reference work on the formulation
and manufacture of parenteral dosage forms effectively
balancing theoretical considerations with the practical
aspects of their development as such it is recommended for
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scientists and engineers in the pharmaceutical industry and
academia and will also serve as an excellent reference and
training tool for regulatory scientists and quality assurance
professionals first published in 1984 as two volumes and then
last revised in 1993 when it grew to three volumes this
latest revision will address the plethora of changes in the
science and considerable advances in the technology
associated with these products and routes of administration
the third edition of this book maintains the features that
made the last edition so popular but comprises several brand
new chapters revisions to all other chapters as well as high
quality illustrations volume two presents chapters on aseptic
facility design environmental monitoring and cleanroom
operations a comprehensive chapter on pharmaceutical water
systems a discussion of quality attributes of sterile dosage
forms including particulate matter endotoxin and sterility
testing a detailed chapter on processing of parenteral drug
products svps and lvps presentations on widely used
sterilization technologies steam gas chemical radiation
filtration and dry heat an in depth chapter on lyophilization
ISPE Baseline® Guide 2010-01-25 sets forth tested and proven
risk management practices in drug manufacturing risk
management is essential for safe and efficient pharmaceutical
and biopharmaceutical manufacturing control and distribution
with this book as their guide readers involved in all facets
of drug manufacturing have a single expertly written and
organized resource to guide them through all facets of risk
management and analysis it sets forth a solid foundation in
risk management concepts and then explains how these concepts
are applied to drug manufacturing risk management
applications in pharmaceutical and biopharmaceutical
manufacturing features contributions from leading
international experts in risk management and drug
manufacturing these contributions reflect the latest research
practices and industry standards as well as the authors
firsthand experience readers can turn to the book for basic
foundation of risk management principles practices and
applications tested and proven tools and methods for managing
risk in pharmaceutical and biopharmaceutical product
manufacturing processes recent fda guidelines eu regulations
and international standards governing the application of risk
management to drug manufacturing case studies and detailed
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examples demonstrating the use and results of applying risk
management principles to drug product manufacturing
bibliography and extensive references leading to the
literature and helpful resources in the field with its unique
focus on the application of risk management to
biopharmaceutical and pharmaceutical manufacturing this book
is an essential resource for pharmaceutical and process
engineers as well as safety and compliance professionals
involved in drug manufacturing
ISPE Baseline® Guide 2018-04-25 thoroughly revised to include
the latest industry developments the second edition presents
a comprehensive overview of computer validation and
verification principles and how to put them into practice to
provide the current best practice and guidance on identifying
and implementing improvements for computer systems the text
extensively reviews regulations of pharmaceuticals healthcare
products blood processing medical devices clinical systems
and biotechnology ensuring that organizations transition
smoothly to the new system this guide explains how to
implement the new gmp paradigm while maintaining continuity
with current practices in addition all 24 case studies from
the previous edition have been revised to reflect the new
system
Good Quality Practice (GQP) in Pharmaceutical Manufacturing:
A Handbook 2015-09-28 presenting authoritative and engaging
articles on all aspects of drug development dosage
manufacturing and regulation this third edition enables the
pharmaceutical specialist and novice alike to keep abreast of
developments in this rapidly evolving and highly competitive
field a dependable reference tool and constant companion for
years to com
Good Design Practices for GMP Pharmaceutical Facilities
2016-08-19
Pharmaceutical Engineering 2007
Pharmaceutical Engineering 2015
Quality 2022-07-14
Manufacturing of Pharmaceutical Proteins 2009-06-01
International IT Regulations and Compliance 2008-11-20
Handbook of Validation in Pharmaceutical Processes, Fourth
Edition 2021-10-28
Validation of Pharmaceutical Processes 2007-09-25
Process Architecture in Biomanufacturing Facility Design
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2018-01-26
Downstream Industrial Biotechnology 2013-07-17
Parenteral Medications, Fourth Edition 2019-07-19
GMP Compliance, Productivity, and Quality 1998-06-30
Cell Culture Technology for Pharmaceutical and Cell-Based
Therapies 2005-08-30
Pharmaceutical Production 2003
Pharmaceutical Dosage Forms 2010-08-26
Quality Assurance of Pharmaceuticals 2007
Pharmaceutical Dosage Forms - Parenteral Medications
2016-04-19
Risk Management Applications in Pharmaceutical and
Biopharmaceutical Manufacturing 2013-02-01
Pharmaceutical Computer Systems Validation 2016-04-19
Encyclopedia of Pharmaceutical Technology 2013-07-01
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