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OBIJECTIVE:

Focused and goal-oriented professional seeking to enhance knowledge and skills through advanced
studies in Quality Assurance and Organic Chemistry. Committed to applying scientific principles in a
challenging academic environment.

ACADEMIC QUALIFICATIONS:

Master of Science in Organic Chemistry (2016 — 2018)
MNR Degree & PG College, Kukatpally, Hyderabad
Percentage — 75%

Bachelor of Science (2013 — 2016)
Vivekananda Degree College, Kukatpally, Hyderabad
Percentage —85%

Higher Secondary School — Class XIl (2011 — 2013)
Bhagyaradhi Junior College, Chintal, Hyderabad
Percentage — 84%

Secondary School — Class X (2011)
SRV High School, Pragathi Nagar, Hyderabad
Percentage — 85%

WORK EXPERIENCE:
Quality Assurance Officer at Hetero Labs Ltd., Unit — Ill, Jeedimetla, Hyderabad from 2021 — Present

Analytical Test Report Review: Reviewed Analytical Test Reports in LIMS, covering finished
products, stability data, raw materials, and packaging materials to ensure compliance with
quality standards.

Analytical Method validation: Review of Analytical Method validation Reports.
Qualification: Analytical Instruments IQ, OQ & PQ Protocol & Report Preparation.

Stability Study Management: Compiled stability study reports, prepared stability protocols,
and ensured accuracy in stability-related documentation.

Change Control: Managed Change Control activities in QAMS software, overseeing
specifications and the preparation of Standard Test Procedures (STPs).

Incident and Trend Review: Conducted detailed reviews of incidents, Out of Trends (OOT),
and Out of Specifications (O0S) within the Quality Control laboratory, ensuring prompt
corrective actions.

Audit Trail Monitoring: Verified audit trails in Chromeleon, Empower, and Tiamo 2.5 software
applications to maintain data integrity and regulatory compliance.

Daily QC Monitoring: Performed daily Quality Control (QC) rounds to monitor Good
Laboratory Practices (GLP) across the facility.

Regulatory Compliance: Participated in regulatory compliance activities, ensuring all
processes and protocols meet industry and legal standards.
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Quality Assurance Department S3 Position at Aurobindo Pharma LTD, Unit — I, Borapatla,
Sangareddy (July 2018 — December 2021)

Batch Production & Control: Reviewed Batch Production and Control Records, ensuring
accuracy and compliance, and facilitated batch release through ERP software.

Change Control Management: Effectively managed Change Control activities in Agile
software and led the revision of SOPs to meet regulatory and operational requirements.

GLP Compliance: Monitored Good Laboratory Practices (GLP) within the facility, ensuring
adherence to standards during routine activities.

Analytical Test Report Review: Conducted detailed reviews of Analytical Test Reports in LIMS
for APIs, raw materials, recovery solvents, and packaging materials to ensure compliance with
quality standards.

Incident Review: Led reviews of incidents, Out of Trends (OOT), and Out of Specifications
(00S) within the Quality Control laboratory, identifying issues and implementing corrective
actions.

Audit Trail Monitoring: Verified audit trails in key laboratory software, including Empower,
LabSolutions, and Tiamo 2.5, ensuring data integrity and regulatory compliance.

ADDITIONAL CERTIFICATES:
Advanced Diploma in Clinical SAS Programming
CliniLaunch Research Institute (CLRI), Bangalore.

Clinical Research
Clinical SAS (Basic and Advanced SAS Programming Techniques)
Clinical Data Management

PROJECTS:

Synthesis of Hetero Cyclic Compounds: Completed a two-month project at Dr. Reddy’s
Research Institute, HCU Campus, Hyderabad.

SKILLS & ABILITIES:

Strong communication and quick learning abilities.

Proficient in data entry and computer applications.

Excellent research, analytical, and time management skills.

Proven coordination and team management capabilities.

Good verbal and written communication skills, with strong active listening abilities.

DECLARATION:

| hereby declare that the information mentioned above is true to the best of my knowledge.

T. Uma Shankar
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