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A seminar on Impurity Profile Validation was held on 13 November 2025 at SNVPMV 

Auditorium. The resource person, Dr. B. K. Chakravarthy, delivered an in-depth 

session aligned with current cGMP regulatory expectations. 

The presentation began with the Fundamentals of Impurity Profiling, explaining that 

impurity profiles involve the complete identification and quantification of all impurities 

present in a pharmaceutical substance. Dr. Chakravarthy highlighted that impurities 

may originate from starting materials, intermediates, manufacturing conditions, storage, 

or degradation. Understanding impurity profiles is essential for maintaining drug safety, 

efficacy, stability, and quality consistency. 

The seminar covered in detail the various types of impurities encountered in 

pharmaceuticals, including organic impurities such as residual starting materials, 

intermediates, by-products, and degradation products, as well as inorganic impurities 

like heavy metals, catalysts, acids, and residual reagents. Residual solvents and the 

distinction between process-related and degradation impurities were also clearly 

explained. The speaker highlighted key regulatory expectations, particularly the 

importance of ICH Q3A/Q3B guidelines, establishing acceptance criteria based on 

toxicity and exposure, and maintaining thorough documentation and validated 

analytical methods for regulatory submissions. 



 

The session also addressed major analytical challenges such as detecting trace-level 

impurities, excipient interference, analyzing complex mixtures, and ensuring 

reproducibility across laboratories. Method development and validation topics included 

the selection of HPLC, GC, UV, and mass spectrometry techniques, along with essential 

validation parameters like accuracy, precision, specificity, linearity, sensitivity, and 

robustness. Advanced approaches such as the use of high-resolution instruments, LC-

MS/MS, routine revalidation, and ongoing method monitoring were discussed. Case 

studies demonstrated how poor impurity profiling can lead to recalls and regulatory 

actions, reinforcing the need for cross-functional coordination between QA, QC, R&D, 

and Regulatory Affairs. 

Dignitaries & Special Addresses 

 The program was attended by N.V.N Charyulu, Dr. R. Nandhuri, Hanumanth 

Rao (Hon. Secretary), Chandrajeet Singh (Joint Secretary) and Srikanth (GB 

Member). 

 N.V.N Charyulu sir motivated students and praised all pharmacy courses, 

emphasizing their importance in modern healthcare. 

 Dr. R. Nandhuri sir appreciated the pharmacy profession and stated, “If 

pharmacists were not there, the work of doctors would be incomplete,” highlighting 

the indispensable role of pharmacists. 

Conclusion 

The seminar provided valuable industrial insights, strengthened students’ understanding 

of impurity profiling and cGMP expectations, and enhanced awareness of regulatory 

requirements. The session concluded with an active Q&A discussion. 

 

 



 

 

 

 



 

 

 



 

 

 



 

 



 

 

 

 

       

 

 

        



 

 

 

 



 



 

 



 

 



 

 



 

 



 

 



 

 



 

 


