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Overcoming the challenge of differing guidelines for compliance with GMP by different authorities
Mithilesh Trivedi 
Omni Actives Health Technologies Ltd., India

Compliance to GMP is a core requirement for pharmaceutical industry. However, there are number of regulatory authorities 
controlling the requirement of GMP & each regulatory authority has its own GMP guideline. Hence, complying with such 

different guidelines is a challenge for an industry. What is GMP? How it is interpreted by the regulatory authority as well as by the 
inspector during inspection is also important to comply for passing the inspection. What is the approach industry should take for 
addressing this challenge to comply with the requirement and not going in conflict with the authority/inspector? 

Following will be discussed during the presentation:
•	 An	overview	of	different	regulatory	guidelines	&	their	implications	on	your	business
•	 Interpretation	by	Regulatory	authorities/inspectors
•	 What	is	GMP?
•	 How	do	inspectors	interpret	GMP?
•	 Tips and techniques to address and overcome the challenge of differing interpretation of guidelines for complying with GMP
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