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COURSE CODE  MB-ME-501 

COURSE TITLE  QUALITY CONTROL & QUALITY ASSURANCE 

COURSE LEVEL  300 to 399 

COURSE CREDIT  02 

TOTAL ENGAGEMENT  02 Credits X 15 hrs. = 30 hrs. 

TEACHING PER WEEK  02 Hrs. 

MINIMUM WEEKS PER SEMESTER 15 Weeks 

 

 

COURSE CONTENT: 

• This course introduces microbiology students to quality control and assurance in pharmaceutical 

and laboratory settings. It covers GMP, GLP, regulatory compliance, and microbial safety, ensuring 

students understand quality standards and their applications in microbiological testing and 

pharmaceutical production. 

• Students will learn to apply quality assurance principles, conduct stability testing, control microbial 

contamination, and follow biosafety guidelines. The course emphasizes regulatory compliance, risk 

assessment, and quality audits, preparing them for careers in laboratory management and 

pharmaceutical quality control. 

COURSE OUTCOME: CO1 

• Students will develop a strong understanding of quality assurance principles, GMP, and TQM, 

ensuring adherence to industry standards in pharmaceutical and microbiology laboratories. 

• They will also gain insights into accreditation, certification, and regulatory frameworks such as  

NABL,  enabling them to assess and maintain laboratory quality effectively. 

COURSE OUTCOME: CO2 

• Students will learn to apply Good Laboratory Practices (GLP), hazard analysis, to improve 

laboratory safety and operational efficiency. 

• Additionally, they will acquire expertise in biosafety protocols, sterilization techniques, and 

microbial contamination control, ensuring safe and effective microbiological testing in 

pharmaceutical and public health laboratories. 
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UNIT 1  QUALITY ASSURANCE & QUALITY MANAGEMENT CONCEPT 

1.1 

1.2 

1.3 

1.4 

 

1.5 

1.6 

Quality assurance – Objectives of Quality Assurance 

Current Good Manufacturing Practices 

Quality Control & Quality Assurance – Objectives of Quality Control 

Total Quality Management (TQM) -Definitions, Key Elements, Advantages 

Internal Quality Control 

Formulating Quality control charts 

NABL Accreditation 

UNIT 2 GOOD LABORATORY PRACTICES & GUIDELINES 

2.1 

2.2 

2.3 

2.4 

2.5 

2.6 

2.7 

 

WHO good practices for pharmaceutical microbiology laboratories 

Biosafety Guidelines for Public Health Laboratories. 

General Principles of Biosafety 

Biosafety Cabinets 

Good Microbiological Techniques-Safe laboratory procedures 

Sterilization and Disinfection Procedures 

Biomedical Waste Management 
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COURSE CODE  MB-ME-501 

COURSE TITLE  QUALITY CONTROL & QUALITY ASSURANCE 

PRACTICALS 

COURSE LEVEL  300 to 399 

COURSE CREDIT  02 

TOTAL ENGAGEMENT  02 Credits X 15 hrs. = 30 hrs. 

TEACHING PER WEEK  04 Hrs. 

MINIMUM WEEKS PER SEMESTER 15 Weeks 

 

 

COURSE OUTCOME: 

CO1: Students shall develop an insight regarding the quality control and become proficient to prepare  

          and interpret the quality of data from Levey-Jennings Chart. 

CO2: Students shall gain skills to perform the Sterility Testing of Pharmaceutical Products and determine  

          the sterility of the product. 

CO3: Students shall become aware regarding the Microbial Limit Testing of Non-Sterile products. 

CO4: Students shall develop skill to monitor the environment of Pharmaceutical Labs. 

CO5: Students shall develop skill to monitor the Quality Control of Water for Pharmaceutical use. 

CO6: Students shall become skillful in documentation Practices and learn validation of analytical     

           methods. 
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CONTENT 

1. Interpretation and reporting of sterility of pharmaceutical product 

2. Preparation and Interpretation of Levey-Jennings Chart. 

3. Environmental Monitoring in Pharmaceutical Labs: Air sapling by settling plate method 

4. Microbial Limit Testing of Non-Sterile Products by plate count method (Intrepretation & 

reporting)  

5. Good Documentation Practices and Validation of Analytical Methods. 
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