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Preface

The pharmaceutical industry plays a crucial role in advancing healthcare, providing life-
saving medicines, and ensuring their safety and efficacy. This book is very carefully
crafted to empower students and professionals with the fundamental and advanced
knowledge required for thriving careers in pharmaceutical manufacturing, quality
assurance, and regulatory affairs. It bridges the gap between theoretical concepts and
practical applications, providing a comprehensive understanding of essential practices
such as Good Manufacturing Practices (GMP), Good Laboratory Practices (GLP), process
validation, and the innovative approach of Quality by Design (QbD).

This book is designed for individuals to learn the skills and knowledge to excel in those
critical roles in production, R&D, packaging, and regulatory compliance. Integrating
academic rigor with industry relevance, it also serves as a guide for entrepreneurial
ventures and will help readers explore opportunities in pharmaceutical technology and
related fields, all in an age of increasing global demand for pharmaceuticals.

This book will be of tremendous value to aspiring students, established professionals, and
entrepreneurs alike. It is conceptualized to inspire critical thinking, foster innovation, and
build confidence in the face of challenges in the ever-evolving pharmaceutical landscape.
By its structured chapters, practical insights, and emphasis on real-world applications, this
book guarantees that its readers are equipped to contribute meaningfully to the global
pharmaceutical industry.

We hope that this book will be a trusted companion in your academic journey and a
foundation for your professional aspirations in the pharmaceutical sector.

Varda S. Joshi

Sachin S. Mali
Durgacharan A. Bhagwat
Pavan V. Chavan
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Scope

Provides essential knowledge for careers in pharmaceutical manufacturing, quality
assurance, and regulatory affairs. It focuses on GMP, GLP, process validation, and
Quality by Design, preparing students for roles in production, R&D, packaging, and
compliance. The subject also supports entrepreneurial ventures and further studies in
pharmaceutical technology or regulatory fields, ensuring readiness for the growing global
pharmaceutical industry.

Objectives

Upon completion of the subject student shall be able to

1. Know the process of pilot plant and scale up of pharmaceutical dosage forms
Understand the process of technology transfer from lab scale to commercial batch
Know different Laws and Acts that regulate pharmaceutical industry

Understand the approval process and regulatory requirements for drug products
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