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Scope: To understand the Industrial and commercial potential of drugs of natural origin, integrate 

traditional Indian systems of medicine with modern medicine and also to know regulatory and quality 

policy for the trade of herbals and drugs of natural origin. 

 

Objectives: Upon completion of this course the student should be able to  

 the requirements for setting up the herbal/natural drug industry 

 the guidelines for quality of herbal/natural medicines and regulatory issues 

 the patenting/IPR of herbals/natural drugs and trade of raw and finished materials 

 

Sr  

No 

Course Contents Total Hrs 

1 Herbal drug industry: Infrastructure of herbal drug industry involved in 

production of standardized extracts and various dosage forms. Current 

challenges in upgrading and modernization of herbal formulations. 

Entrepreneurship Development, Project selection, project report, technical 

knowledge, Capital venture, plant design, layout and construction. Pilot plant 

scale –up techniques, case studies of herbal extracts. Formulation and 

production management of herbals. 

12 

2 Regulatory requirements for setting herbal drug industry: Global marketing 

management. Indian and international patent law as applicable herbal drugs 

and natural products. Export - Import (EXIM) policy, TRIPS. Quality 

assurance in herbal/natural drug products. Concepts of TQM, GMP, GLP, 

ISO-9000. 

12 

3 Monographs of herbal drugs: General parameters of monographs of herbal 

drugs and comparative study in IP, USP, Ayurvedic Pharmacopoeia, Siddha 

and Unani Pharmacopoeia, American herbal pharmacopoeia, British herbal 

pharmacopoeia, WHO guidelines in quality assessment of herbal drugs. 

12 

4 Testing of natural products and drugs: Herbal medicines - clinical laboratory 

testing. Stability testing of natural products, protocols. 

12 

5 Patents: Indian and international patent laws, proposed amendments as 

applicable to herbal/natural products and process. Geographical indication, 

Copyright, Patentable subject maters, novelty, non obviousness, utility, 

enablement and best mode, procedure for Indian patent filing, patent 

processing, grant of patents, rights of patents, cases of patents, opposition and 

revocation of patents, patent search and literature, Controllers of patents. 

12 
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