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Profile summary

Senior Quality Assurance leader with over 19 years of experience in pharmaceutical R&D and manufacturing.

Proven expertise in regulatory compliance, quality systems, and cross-functional project leadership, ensuring

successful product development and inspections.

Skills: OOS, Vendor Qualification, Quality Systems, Dmf, Anda, OOT, QMS Implementation, Market Complaints, Quality System

Implementation, Customer Audit, Audit Compliance, ICH, Process Validation, Cleaning Validation, Customer Audits, Incident

Management, Regulatory Audits

Work experience

Manager Formulation DQA – MSN Laboratories Pvt. Ltd.

- Lead FDQA operations for pharmaceutical R&D.

- Manage a QA team of 11 members, ensuring global regulatory compliance.

- Oversee formulation development for oral solid and injectable dosage forms.

- Review and approve Pharmaceutical Development Reports, Master Formula Records, and Master Packaging Records.

- Prepare risk assessment reports aligning with ICH standards.

- Coordinate technology transfer documentation and ensure seamless operations with manufacturing and regulatory teams.

- Manage licensing activities to ensure alignment with regulatory requirements.

- Support regulatory submissions and documentation for licensing approvals.

- Drive change controls and CAPA investigations to enhance quality systems.

- Conduct internal audits and lead quality review meetings.

Senior Executive Quality Assurance API Division – MSN Pharmachem Pvt. Ltd.

- Managed API Quality Assurance activities including batch release and deviation handling.

- Executed and reviewed process and cleaning validation protocols.

- Coordinated DMF documentation and maintained regulatory compliance.

Team Leader Quality Assurance – Glochem Industries Limited

- Led QA teams ensuring cGMP compliance across manufacturing.

- Conducted internal audits and vendor qualifications to enhance processes.

Quality Assurance Executive – Ocean Pharmacoat Pvt. Ltd.

- Supported QA documentation and managed deviation protocols to ensure compliance.

Assistant Quality Assurance – Aurobindo Pharma Ltd.

- Assisted in QA operations, focusing on batch documentation review and GMP compliance.

Education

B.Sc | Chemistry

Andhra University, Visakhapatnam

Additional information

Languages: English, Hindi, Telugu


