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QUALITY CONTROL  Sr. EXPERT 

asnapte@gmail.com
+91- 9822354616
Location Preference: Anywhere in India

	Enterprising leader 
Results-driven Quality Control professional with [15+] years of experience in the pharmaceutical and nutraceutical and Dietary ingredients Industry, specializing in analytical testing, regulatory compliance, and quality systems management. Proven expertise in GLP, GMP, ISO standards, and regulatory guidelines including USFDA, WHO, MHRA, and FSSAI. Strong leadership skills with a track record of building high-performing QC teams and ensuring product quality, safety, and compliance

	CORE COMPETENCIES
  Quality Control Management 
  GLP / GMP Compliance 
  Regulatory Audits & Inspections 
  Stability Studies & Documentation 
  Laboratory Operations Management 
  OOS / OOT Investigations 
  Data Integrity & Compliance 
  Instrumentation (HPLC, GC, UV, FTIR, ICP-MS and other) 
  Risk Assessment & CAPA 
  Nutraceutical Quality Standards (FSSAI)
                                                                                Team Building & Leadership
Profile Summary
· A keen strategist with expertise in leading strategic & operational performance of Quality department involving development & implementation of standardized quality systems.
· Expertise in devising & implementing robust strategies for the QC Department, defining departmental SOPs (preparations and review).
· Rich exposure in effectively facing external audits of various regulatory authorities includes USFDA, MHRA, WHO-GMP Certification, EDQM, USP DIVP, kosher audit, halal audit.
· Experience in management of Stability studies for API, Drug products and dietary ingredients.
· Strong analytical bent of mind, leveraged in analyzing and identifying opportunities for improvement and planning effective initiatives.
· Strong Leadership skills exhibited in leading QC and Analytical QA team.
· Extensive experience in Investigations, designing and implementation of CAPA, CAPA effectiveness check for nonconformities such as Deviations, OOS, OOT, and Laboratory Incidents etc.
· Experience in implementation of RFT (Right First Time) culture in Quality Control Laboratory which helped in minimizing laboratory errors as well as minimizing OOS results & Laboratory events due to Human errors.
          Expertise in continual improvement & implementation of good laboratory practices in QC Lab




2013Career Timeline:
Omniactive Health Technologies LTD

Omniactive Health Technologies LTD
2010 - 2013
2013 - 2017
   2017-2019
Since 2019 - Present
Cipla Limited as
Management staff



Knowledge Purview:
· Quality Control Department: Supervised daily QC lab activities and ensured adherence to GMP/GLP and Coordinated with QA, production, and R&D teams
· Analytical QA: As an Expert - Analytical QA, responsible to ensure implementation as well as compliance of Good Laboratory Practices and Good documentation practices in the QC Laboratory.
· QMS Activities: Performing and managing QMS activities such as investigations and designing, implementation of CAPA for nonconformities such as Laboratory incidents, OOS, OOT, Deviations and market complaints. Handling of Change control procedure.
· Compliance: Ensures all laboratory activities are going in compliant, timely and safe manner. Ensure all time readiness for regulatory/customer audits. To ensure data integrity and implementation of tools to control data integrity breach. Ensures analytical document review and audit trail review, User management for software based QC instrument, Backup and restoration verification activity in timely manner. Experience in satisfactory response to all Internal/External Audit observations.
· Modules Knowledge:
1. Quality module in ‘SAP’ system for management of quality related functions.
· Leadership: Providing direction to the Team; managing, motivating, coaching and ensuring healthy relations with all members of the team.
· Audits: Managing regulatory and customer audits/inspections, internal audit programmer and vendor audits.
· Instruments/Software’s Handled:

	HPLC- Waters, Dionex Ultimate 3000 Series, Shimadzu, Agilent 1100 & 1260 Series/ Chromeleon 6.8  Empower 3, Open Lab EZ Chrome ,Open Lab CDS .
	GC- Agilent Technologies, Perkin Elmer Clarus 580 Chromeleon 6.8, Empower 3, Open Lab EZ Chrome, Open Lab CDS.

	UV Spectrophotometer- Shimadzu  ( Absolution DB/UV Probe )  Perkin Elmer (Absolution DB )
	Auto-titrator/KF Apparatus- Met Rohm/ Tiamo 2.5 ,Veggo

	Dissolution Test Apparatus (Electrolab)
	Particle Size Analyzer (Malvern Mastersizer 3000)

	PH Meter, Analytical balance, Bulk density apparatus, Sieve apparatus Moisture Analyzer,Viscometer
	FTIR- Shimadzu / LabSolution DB







Work Experience:
A) Details of Current Experience:
      Organization: OmniActive Health Technologies Limited, International Bio-Tech Park, Hinjewadi, Phase-II,
                Designation: Expert
   Tenure	: April 2019 to till date
Job Profile:
· Responsible for monitoring of GLP and laboratory compliance activities.
·    Planning and Execution of Quality Control functions.
·    Define and allocation of day to day analysis and monitoring TAT for release of batches on time.
· Responsible for QMS activities including investigation of Laboratory Incidents, OOS, OOT, Deviations, OOC, market complaints and subsequent designing and implementation of CAPA. To monitor effectiveness of implemented CAPA.
· Active participation as cross functional team member (QC) in market complaint investigations.
· Performing internal audits/Self inspections.
· Provides responses to the observations by various customers and Regulatory audits.
· Ensure effective vendor management process including vendor qualification and periodic re-qualification, site audits, follow-ups for compliances etc.
· To provide training to QC personnel on cGMP and Safety topics as training Co-coordinator in QC.
· To ensure implementation as well as compliance of Good Laboratory Practices and Good documentation practices in the QC Laboratory.
· To ensure laboratory activities within compliance with current SOPs.
· Provides responses to the QC related observations by various customers and Regulatory audits.
· Providing training to control the Invalid OOS, market complaints /Laboratory Events & reduction of Analytical errors.
· Review the all Analytical documents like Analytical Test Reports Intermediate and Finish product, Chromatographic Data and other Documentation.
· Assigning Daily work allocation of analysis and Batch released related activity in Quality Control Department.
· Responsible for all instrumental analysis and calibration of instruments, Co-ordination and qualification plan of the instruments.
B) Details of Past Experience:

1. Organization: Deccan Nutraceuticals Pvt. Ltd., Pune (Manufacturer of nutraceuticals and Dietary ingredients)
Designation: Sir Executive -QC (QC &Analytical QA); Tenure: Apr. 2017 up to Apr. 2019 (2 years)
Job Profile:
· Leading ‘Analytical QA’ team responsible for review of analytical documents along with electronic data and Audit
Trails of Chromatographic/Non-Chromatographic data of analytical instruments.
· To ensure implementation as well as compliance of GMP, GLP and Good documentation practices in the QC Laboratory.
· To ensure data integrity in laboratory and implementation of tools to control data integrity breach.
· To ensure calibration and preventive maintenance of laboratory instruments/equipment as per schedule.
· To ensure laboratory activities within compliance with current SOPs.
· To provide training on current regulatory requirements and its compliance related topics to QC personnel.
· Overview of SOP’s for Quality control department with respect to current requirements.
· Investigation of Laboratory Incidents, OOS, OOT, OOC and Deviations, market complaints and familiar with Change Control procedures.
· Responsible to develop and monitor system for user managements and electronic data management to ensure integrity and security of electronic data over a data life cycle.
· Ensuring timely data backup and restoration verification of electronic data for software based instruments in QC Laboratory.
2. Organization: OmniActive Health Technologies Limited: International Bio-Tech Park, Hinjewadi, Phase-II Designation: As an Executive-QC” from Sept. 2013 to March. 2017.
Key results area:
· Analysis of Variety of Pharmaceutical products like API, Tablets, Suspensions, Beadlets, Intermediates, FP.
· Support to maintain the laboratory to face any time regulatory inspection and ensure the GLP Compliance on day to day basis.
· Responsible for all instrumental analysis and calibration of instruments, Co-ordination and qualification plan of the instruments.
· Preparation of Analytical reports, Protocols, Documentation and Specification preparation.
3. Organization: Cipla Limited, Patalganga MIDC, Mumbai.
      Designation: Management staff and Tenure: Apr 2010 to Sep. 2013.
4. Organization:  Savita Oli Technologies Limited at Kharadpada, Silvassa. Dadra and Nagar Haveli
Designation: Chemist- Quality Control “September, 2009 to Apr-2010.
· Education: 
	Post-graduation:
	M.Sc. Organic Chemistry from University of Pune, with 64.61 % in July, 2009. College: Rayat shikashan sansthas Mahatma Phule ,Pipmri –Chinchwad 

	Graduation:
	B.Sc. Chemistry from University of Pune, with 72.00 % in June, 2007. College: Rayat shikashan sansthas Mahatma Phule ,Pipmri –Chinchwad

	HSC
	 Vidya Vikas mandir Karandi Taluka Shirur ,Pune

	SCC
	Vidya Vikas mandir Karandi Taluka Shirur ,Pune


Personal Details:
Permanent Address:
Residential Address:
Mr. Anil Shahaji Napte
At/Post: Karandi , Tal: Shirur Dist: Pune-412208
C/o: GMR Bhakti App. Sec-13 Rajmata jijau nagar Chikhali Pradikaran   (Pimpri –Chinchwad),Pune 
 Dist: Pune-411019
Birth Date	: 17th April 1986
Gender	: Male
Marital Status	: Married
Blood Group	: O Rh +Ve
Languages known	: English, Marathi, Hindi (Write, Read & Speak)
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