Number of Credits: 4, Theory
Contact hours: 60
Effective from Academic Year: 2022-23

Prerequisites: | Students should have basic knowledge of industrial
microbiology, fermentation technology, maintenance and
identification of cultures.

Objectives: e To understand the role and importance of microorganisms
in pharmaceutical industries.
e To summarize the concept of aseptic handling and
preparation of sterilized pharmaceuticals processing.
e To examine the quality maintenance and manufacturing of
pharmaceutical formulations.
e To demonstrate microbiological standardization of
pharmaceuticals.
Content:
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2.5 Sterilization Methods: Pharmaceutical products, Autoclave 3
Validation.
Manufacturing of aseptically filled and terminally sterilized
products.
Testing of disinfectants: Surface challenge test
3. Drug Development (10)
3.1 Preclinical development: Toxicity testing — acute, sub-acute and 2
chronic toxicity
3.2 Clinical development: Clinical trials (I, II, Ill and IV), Ethics in 2
pharmaceutical industries.
3.3 Pharmacokinetics:  Absorption  Distribution  Metabolism 2
Excretion (ADME) and Bioavailability studies
3.4 Role of FDA in drug development (INDA, NDA) 2
3.5 Carriers and delivery systems, targeted drug delivery, sustained 2
release
4. Production and Applications of Microbially Derived | (10)
Pharmaceutical Agents:
4.1 Vaccines: AIDS/ Malaria/ Covid-19 3
4.2 Antimicrobial:  Streptomycin  (antibacterial),  Atazanavir 4
(antiviral), Artimisinin (antiprotozoal)
4.3 Pre-biotics or Pro-biotics 3
Pedagogy: Lectures/tutorials/assignments
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Course e Integrate and connect the importance of microbiology in

Outcomes pharmaceutical

e Apply the knowledge of good manufacturing practices.
Appraise, evaluate and implement the rules and regulations
pertaining to microbiological standards in industry.

e Develop microbially derived pharmaceutical product.




