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SUMMARY___________________________________________________________________________________________
FDA-certified Quality Control specialist with 17+ years of progressive experience in the regulated pharmaceutical industry. Proficient in analytical instrumentation (HPLC, GC, UV-Vis, IR, NIR , Dissolution, KF Auto titrator, Malvern) and chemical testing methodologies, with demonstrated expertise in cGMP, ICH, and pharmacopeial compliance (USP, EP, BP, IP). Extensive experience working with USFDA, EMA,  Health Canada , WHO, and Ukraine MOH-audited facilities, with active involvement in regulatory inspections and direct representation of the QC department during audits. Proven ability to ensure product quality and regulatory readiness in globally certified manufacturing environments.
Successfully improved regulatory audit outcomes by 30% for multiple clients. I am looking for a company where I can leverage my expertise to lead the QUALITY team to increase profitability and efficiencies.

SKILLS______________________________________________________________________________________________
Technical and Regulatory :
1. Expert in current Good Manufacturing Practices and current Good Documentation Practices (cGDP), ensuring compliance with regulatory requirements and maintaining product quality, technical documentation.
2. In-depth knowledge of FDA regulations, including 21 CFR Part 11 for electronic records and data integrity.
3. Skilled in managing instrument procurement, it’s URS , calibration, qualification, and preventive maintenance to support reliable analytical testing.
4. Strong understanding of data integrity principles, ensuring audit readiness and full compliance with global regulatory expectations.
5. Managed and tracked Quality Management System (QMS) events, including Change Request Forms (CRFs) and Corrective and Preventive Actions (CAPAs), ensuring timely follow-up and closure

Managerial & Soft Skills -  
1. Proven ability to lead and mentor cross-functional QC teams, fostering a culture of accountability and continuous learning.
2. Experienced in root cause analysis and risk assessment to proactively resolve quality issues and implement effective CAPAs.
3. Adept at managing projects and prioritising tasks to meet tight deadlines without compromising quality.
4. Committed to continuous improvement, driving process optimisation and operational efficiency in laboratory environments.
5. Highly organized and dedicated professional with exceptional verbal and written communication abilities. Demonstrates strong collaborative skills and thrives in team-oriented environments
6. Assisted in the review of manufacturing documentation, including shipping/receiving logs and preventative maintenance records etc, through periodic internal audits/inspection round.

Experience:___________________________________________________________________________________________
1.  QC Manager,                                                                                                  Athena drug solutions Pvt. Ltd. (Ambernath)
                                                                                                                              Apr 2021 - Feb 2025
· Contributed to the organization’s annual profit growth through strategic planning and optimal use of resources and personnel, ensuring the timely execution of projects
· Reduced testing costs by 20% by implementing optimised testing protocols for raw materials and finished products, restructuring stability study procedures, and onboarding new clients for spares and miscellaneous services. while maintaining full regulatory compliance. 
· Supported the organization in successfully completing regulatory audits (ANVISA, Ukraine, EU, SAPHRA, WHO, and client audits) by providing ongoing laboratory support and compliance monitoring.
· Minimized human errors about 40%  by conducting thorough investigations to identify and eliminate root causes, thereby strengthening overall operational reliability
· Facilitated the approval process and ensured the effective closure of departmental Quality Management System (QMS) documents within TCD.
· Approval/ Review of Test Methods, STPs, and Specifications . SOPs in respective software (DMS/ Luitzbiz).
· Review of data prior to approve documents. Reviewed planned and unplanned deviations for accuracy, completeness, and compliance with cGMP and data integrity standards.
· Addressed and resolved gaps identified during QMS event reviews and documentation.
· Engaged with internal and external stakeholders to ensure the timely closure of critical QMS events.
· Participated in customer audits.
· Reviewed investigations for Out-of-Specification (OOS), Out-of-Trend (OOT), and lab incidents, initiating change controls as necessary.
· Reviewed planned and unplanned deviations for accuracy, completeness, and compliance with cGMP and data integrity standards.
· Before approval review of reports for accuracy and completeness. Reports like stability reports, lab equipment and instrumentation Calibration and Preventive Maintenance (PM) Reports, etc.




· Data Trending and Out-of-Trend (OOT) Analysis: Perform trend analysis of release testing data to identify OOT results. Develop, implement, and maintain procedures for trending and statistical data evaluation.
· Share the review deficiencies with site team for further actions.
· Develop, revise, and review stability protocols and documentation in accordance with ICH guidelines and product-specific requirements, prepare stability summary reports with statistical analysis and trending to evaluate data and ensure regulatory compliance and data integrity.
• Prior to approve ensure  thorough Compendia reviews of USP (United States Pharmacopeia) monographs and ensure alignment with internal specifications and regulatory expectations.

2.  Assistant QC Manager                                                                                              Inventia healthcare  Ltd. (Ambernath)
                                                                                                                                          Jan 2013 - Jul 2020
· Facilitated the timely release of PV/RM/CAL by effectively planning and allocating resources for process validation samples and raw materials
· Reduced instrument downtime by 20% by proactively coordinating with service providers for the timely installation, qualification, and validation of instruments. 
· Maintained data integrity and compliance through systematic SOP preparation, risk assessments, and timely management of incidents, Out of Specification (OOS), and Out of Trend/Calibration (OOC) cases.
· Prepared and reviewed investigations for Out-of-Specification (OOS), Out-of-Trend (OOT), and lab incidents, initiating change controls as necessary.
· Supported the organization in successfully completing regulatory audits (US FDA, ANVISA, Ukraine, EU, SAPHRA, WHO, and client audits) by providing continuous laboratory support and compliance monitoring
· Conducted audit trail reviews of software systems to ensure alignment with 21 CFR Part 11 compliance requirements. 
· Strengthened software compliance by executing challenge tests and verifying user roles and access controls.
· Contributed significantly to the successful implementation of the Laboratory Information Management System (LIMS), collaborating with cross-functional teams to ensure seamless integration and user adoption
· Preparation of Test Methods, STPs, and Specifications , SOP in respective software (DMS)
· Review analytical data, raw data, chromatography, and LIMS for RM/PM/FP.
· Led or contributed to special projects and initiatives as directed by the Head of Department.
· Contributed to the successful transition from physical to electronic documentation systems
· Knowledge in analytical data review in Empower/Chromeleon/Open-Lab /QMS module.
· Change Request Forms (CRF) Management: Routinely initiate and manage Change Request Forms via the  DMS/LuitzBiz system, including updates to product specifications and Certificates of Analysis (COA).
· External Data Review: Review analytical data generated by external laboratories to ensure compliance with specifications and quality standards.


3.   QC Executive                                                   Herbert Brown Pharmaceutical & Research Laboratories. (Dombivali)
                                                                                 Aug 2007 - Jan 2013
· Achieved a 99% first-time-right analysis rate by applying strong analytical skills in accordance with SOPs and pharmacopeial guidelines, minimizing rework and improving lab efficiency.
· Effectively operated and troubleshot analytical instruments such as HPLC, UV Spectrophotometer, Polarimeter, FTIR, Auto Titrator, Melting Point Apparatus, Karl Fischer Titrator, and Refractometer


4. Analyst                                                                                                                                        Sitec Lab. Pvt. Ltd. (Vikroli) 
                                                                                                                                                         Jan 2005 - Dec 2006
· Achieved a 97% first-time-right analysis rate by applying strong analytical skills in accordance with SOPs and pharmacopeial guidelines, minimizing rework and improving lab efficiency.
· Proficiently operated a range of instruments, including HPLC, Spectrofluorometer, UV Spectrophotometer, Atomic Absorption Spectrophotometer, Polarimeter, FTIR, HPTLC, Autotitrator, Brookfield Viscometer, Melting Point Apparatus, K.F. Titrator, Particle Size Analyzer, Densitometer, and Refractometer

5. Jr. QA Officer                                                                                            CHARAK PHARMA PVT LTD. (Mahalaxmi)
                                                                                                                         December 2003 - Jan 2005

· Achieved first-time correct analyses by applying analytical skills in accordance with SOPs and pharmacopoeial standards (IP/AP)






EDUCATION________________________________________________________________________________________
M.Sc. 
MADURAI UNIVERSITY                                                                      April 2011
IInd Class with 57%

B.Sc. MUMBAI UNIVERSITY                                                              March 2003
C.H.M COLLEGE
Ulhasnagar-3
IInd Class with 57.00%



CERTIFICATIONS__________________________________________________________________________________
· FDA Approved in Instrumental and chemical analysis (YEAR - 2009)
· MS-OFFICE COMPUTER COURSE FROM DATAPRO (WINDOWS, MS-WORD, EXCEL, POWER POINT) (YEAR 2002)
· Certificate course of  “Analytical and Instrumentation” (YEAR 2005)
· Druv Rathee Academy course “How to do a Million Things All At Once” (YEAR 2025)

	
ADDITIONAL INFORMATION_________________________________________________________________________ 

· Consistently recognized as a “Value Add” contributor for three consecutive years during performance appraisals at Inventia Healthcare.
· Awarded "ZOR" recognition for the installation of NIR and creation of the NIR library at Inventia Healthcare, which significantly reduced sampling time and expedited release processes
· Awarded continuous annual perks for three years at Athena in recognition of contributions to profit growth through effective planning and operational support.
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