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1) Drug Regulatory Affairs)- Harmonization of regulatory requirements including ICH
activity. Regulatory requirements of different regions applicable to pharmaceutical
developments, manufacturing, quality control on finished products, extended release
products, biopharmaceutical and bioequivalence assessment and good clinical practices
and Comparison with regulation in India. Filing of INDA, NDA and ANDA for approval
and registration.

15 Hrs

2) Stability Testing- Role of stability testing, stability test guidelines and Regulatory
requirements. Protocol of stability testing including testing under different climatic zones
and conditions. Conduct of stability testing. Presentation and recording of stability data,
Interpretation of data, determination of shelf life. Stability test equipment and recent
developments in this area. 15 Hrs

3) Documentation- Importance of documentation, statutory requirements and procedure for
documentation, critical examination of documents. 2 Hrs

4) GMP of Pharmaceuticals- Current GMP in manufacturing, processing, packaging of
drugs. GMP for finished products. General provision, organization and personnel,
building and facilities, equipment, control of components and drug product, container and
closures, production and process, packaging and labeling, laboratory and control of
records and reports. 15 Hrs

5) Good Laboratoy Practice- Current GLP in manufacturing, responsibilities. General
provision, organization and personnel, building and facilities, equipment, control of
components and drug product, laboratory and control of records and reports, Non-clinical
testing, Controls on animal house, Application of Computers in Quality control
Laboratory. 10 Hrs

6) Regulatory aspects of Pharmaceuticals and Bulk Manufacturing, WHO Certification
Globalization of Drug Industry, Patent regime. 3 Hrs
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