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Master of Pharmacy in Pharmaceutics: 
JNTU (Hyderabad) 








2012 - 2014

Thesis work: Development and Evaluation of Anti-depressant delayed-release formulation using Duloxetine Hydrochloride as a model drug.
Areas of Expertise:

Pre-formulation Studies: 
During the pre-formulation studies, a stock solution of Duloxetine Hydrochloride was prepared, and a calibration curve was derived. Compatibility studies between the active ingredient and excipients were performed. To check the integrity of the drug in the formulation, FT-IR spectra of the formulations were compared with the FT-IR spectra of the pure drug and the polymer. 
Formulation Development: 
Various concentrations of the drug: polymer ratio were prepared ranging from 1:2.5 to 1:4 and polymer ratio ranging from 1.5:0.5 to 3:1. After preparation of microspheres, they were characterized based on percentage yield, drug entrapment efficiency, particle size analysis, and swelling study. Then the microspheres were evaluated for mucoadhesive properties via in-vitro adhesion testing method.  
Analytical Tools: 
UV-Visible spectrophotometer
Electronic weighing balance 

Dissolution apparatus

FT-IR Spectrometer
Summary and conclusion: During the thesis, bio-adhesive microspheres of Duloxetine Hydrochloride were prepared using sodium alginate as a polymer and other copolymers like - Carbopol 934, Carbopol 971, and HPMC. The method adopted for the preparation of these spheres was the ionotropic gelation method. The study said, an increase in the polymer concentration led to increase in %Yield, % Drug entrapment efficiency, Particle size, % Swelling and %Mucoadhesion. The in-vitro mucoadhesive study demonstrated that microspheres of Duloxetine Hydrochloride using sodium alginate along with Carbopol 934 as copolymer adhered to the mucus to a greater extent than the microspheres of Duloxetine Hydrochloride using sodium alginate along with Carbopol 971 and HPMC K4M as copolymers.
Bachelor of Pharmacy: 
Kakatiya University (Warangal) 






2004 - 2008

Work Experience 

Bharat Biotech International Ltd. (Regulatory Affairs)




01/2021 – 08/2022
Asst. Manager (Dosage forms handled: Vaccines)





· Responsible for overall service delivery of regulatory activities of Africa, South Asia regions

· Involved in dossier development of COVAXIN for Emergency Use Listing (EUL) as well as full registration

· Working with the cross-functional departments to understand their requirements and tailoring our services accordingly for getting the EULs

· Responsible for Developing Countries Vaccine Manufactures Network (DCVMN) activities

· Accountable for WHO Collaborative Registration Procedure (CRP) filings

· Part of Post Approval Changes (PACs) task force initiated by WHO

· Handling of post-submission queries

· Developed a training plan, trained all new employees, and developed training guides wherever required

· Coaching and mentoring team members, which includes designing personal development plans

· Periodical analysis of regulatory data
Sri Krishna Pharmaceuticals Ltd. (Regulatory Affairs)




02/2016 – 01/2021
Asst. Manager (Dosage forms handled: Granules and Solid orals)              


· Planning and allocating

· Development of Drug Master File (DMFs) for US and Health Canada markets; dossiers for EU, Thailand, and Health Canada markets

· Development of DMFs, and dossiers for customers (EU, Mexico & US)

· Annual and biannual updates to regulatory authorities

· Product life cycle management

· Worked on eCTD format

· Handling of variations

· Evaluation of queries and responses

· Review and approval of artworks

· Ensuring document support for site transfer projects (for customers)

· Team development activities

· Review of change controls, Annual Product Quality Report (APQR), and extended deviations

· Involved in GMP inspections from start to end

Additionally:

· Responsible for the preparation of audit responses for customer audits and regulatory audits

· Revision and maintenance of Corporate Quality Management (CQM) SOP’s at all units

· Handling and tracking new projects

· Arranging telecoms between customers and respective departments for handling any queries related to new projects and acting as a bridge Sri Krishna and customers
Aspen Pharmacare (Regulatory Affairs)




          07/2013 – 01/2016
Scientist-I (Dosage forms handled: Solid orals, Liquid orals, Injections, and Topicals) 
· Review and compilation of dossiers for the US, Australia, EU, Latam America, and South Africa market

· Product life cycle management

· Evaluation of queries and respond within the timeline
· Preparation of documents like Batch Manufacturing Record (BMR), Batch Packaging Record (BPR), and Specification (Raw Material & Finished Product) for site transfer projects

· Review and compilation of documents such as Product Development Report, BMR & BPR, Process Validation & Analytical Method Validation (AMV) Reports/ Protocols, Stability data, Specifications, and Certificate of Analysis (CoA’s) for regulatory compliance

Aurobindo Research Centre (Regulatory Affairs)



             04/2010 – 06/2013
Research Associate-III (Dosage forms handled: Solid orals, Liquid orals, and Injections) 
· Review and compilation of dossiers for South Africa market

· Review and compilation of dossiers as per customer requirements

· Review and compilation of dossiers from Module 1 to Module 5

· Familiar with South African CTD format

· Evaluation of queries and respond within the timeline
· Co-ordinate with various departments to obtain documents required for regulatory compliance

· Review and compilation of documents such as PDR, BMR & BPR, Process Validation & AMV Reports/ Protocols, Stability data, Specifications and CoA’s for regulatory compliance

· Review and approval of Artworks for the approved products for Aurobindo Pharma and for customers. Handling queries related to artworks.
Zenara Pharma Pvt. Ltd. (QC/QA)





         06/2009 – 03/2010
Trainee Chemist

· Handled various instruments like IR, UV, dissolution apparatus, chewing gum dissolution apparatus, viscometer, etc., and performed calibration for the same

· Preparation and standardization of analytical solutions

· Chemical analysis and microbial analysis of samples (water, raw materials and finished products)

· Maintenance of Documents
Trainings  
· On OOS/OOT & investigation and Market Complaints

· On Readiness for Regulatory Inspection

· On Audit Acumen

· On Technical Writing – Developing Writing Skills for GMP Documentation

· On Drug Manufacture, Quality Control, Regulatory Affairs & Quality Management Aspects

Presentations
· Presented poster on Drug Induced Weight Gain during my bachelor’s (2008)
