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Unit Description in detail Weightage (%) 

1 Introduction to pharmaceutical validation: 
Definition, Manufacturing process model, Government regulations, Scope and 
advantage of validation. 
Concept and Philosophy of cGMP and GLP. 
cGMP guidelines viz. ICH/WHO/USFDA/EDQM/ Schedule M/NDA/AMDA  

 
 

25 % 

2 Analytical method validation: 
General principles of analytical method validation, validation of following 
analytical instruments (HPLC, Dissolution test apparatus, UV/Visible 
spectrophotometer). 

 
25 % 

3 Process validation: 
Prospective, concurrent, retrospective and revalidation, Process validation of 
following formulations (Coated tablets, Capsules, Ampoules & Vials, 
Ointments/Cream, Liquid orals). 
Cleaning validations: Cleaning of equipments, Clean room technology. 

 
 

25 % 

4 Intellectual Property Rights: 
Scope and Objective, Basic terms, concepts of law (Indian legal system) 
Concepts of property with respect to Intellectual creativity, Tangible and Intangible 
property. 
Concepts of IPR, Scope and nature of patents, Copyrights, Trademarks, 
Geographical Implications. 
Concepts related to patents, Type of patents, Global perspective of patent system, 
Role of international organization: WTO, WIPO, EPO in patent practice.Indian 
Patent Act, Patentability, Patent Application, Revocation of Patent, Infringement 
and Litigation with few case studies on patent, Commercialization and Licensing 

 
 
 
 
 

25 % 
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