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Pharmaceutical Process Operations
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Operation in pharmaceutical manufacturing process including plant design and layout,
facilities and utilities, environmental monitoring and control, process development and scale up,
manufacturing process validation, laws and regulations in drug manufacture.
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1. World Health Organization. Annex 2: WHO Good Manufacturing Practices for Pharmaceutical
Products: Main Principles, In: Forty-eighth Report of the WHO Expert Committee on
Specifications for Pharmaceutical Preparations (WHO technical report series; no. 986). 2014, p.
77-136.
2. Pharmaceutical Inspection Co-operation Scheme (PIC/S). Guide to Good Manufacturing
Practice for Medicinal Products (PE 009-12: Introduction, Part |, and Annexes).
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1. Potdar M.A. Pharmaceutical Facilities: Design, Layouts and Validation 2 " ed., Hyderabad:
PharmaMed Press, 2019.

2. Cole G.C. Pharmaceutical Production Facilities: Design and Applications 2 ™, London: Taylor &

Francis, 1998.
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Design of pharmaceutical manufacturing

plant
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HVAC, air supply system, water supply

system, dust collector
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Commissioning, Qualification, and
validation: Validation master plan,
Equipment user requirements

specification documents & qualification
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