Covering Letter
From:

Dattatraya D. Nikam

Plot No: 8, 9, 10, S. No.161,164, Flat No: G-6,

BVR Nilayam, Vidynagar Colony,

Chandanagar, Hyderabad-500050

+91 9392562347, +91 9959176535
Email ID: ddnikam1@gmail.com 
To,

The Manager-HR
Dear Sir/Madam,
 As a quality conscious personality with more than 19 years of experience in a pharmaceutical lab, I think I can contribute effectively to your organization.

Currently Working at M/S COVALENT LABORATORIES PVT. LTD., GUNDALAMACHANOOR, SANGAREDDY, INDIA as MANAGER-QUALITY CONTROL since Feb 2020 to till Date.

Earlier I Worked at M/S AUROBINDO PHARMA LTD., U-12, BACHUPALLY, TELANGANA, INDIA as DEPUTY MANAGER-QUALITY CONTROL since Aug 2018 till Oct 2019.
Earlier I worked at M/S MSN LABORATORIES LTD, FORMULATIONS, UNIT-I, BOLLARAM, TELANGANA, INDIA as DEPUTY MANAGER-QUALITY CONTROL since Jan 2017 till Jul 2018.
Earlier I worked at M/S MYLAN LABORATORIES LTD, FDF-04, JADCHERLA, TELANGANA, INDIA as TEAM LEADER-QUALITY CONTROL for about  2 years.
Worked for M/S DR REDDYS LABORATORIES LIMITED, FTO UNIT-III, BACHUPALLY, TELANGANA., INDIA as ASST. MANAGER-QUALITY CONTROL for about 9 years.

And worked for M/S CIPLA LIMITED, PATALGANGA, PANVEL(MUMBAI), MAHARASHTRA, INDIA as ANALYST-QUALITY CONTROL for about 1 year.
I have experience in Pharmaceutical Quality Control Analysis of Raw Material, Finished products, In process, Method transfer and Stability samples and Lab support (GLP).

Handling of Investigations like OOS, OOT results, Quality Impacting/Non Impacting incidents (notifications). Review and revisions of SOP’s whenever required. Preparation and handling of 
Quality audits and preparation of audit responce with effective CAPA. Training to new comers on QC aspects/Instruments handling/troubleshooting etc.  Ensuring cGMP/GLP, Compliance and other regulatory requirements. 

And also having knowledge with other departments like Quality Assurance, Production and Maintenance departments. Manpower Utilization at different locations as per the man hour calculations, Breakdowns and Utilization of machinery, Preventive maintenance schedules….etc related to Quality Control Department. 
I have experience in documentation as per USFDA requirements and also faced USFDA, WHO, Health CANADA, MHRA, ANVISA and other Customer audits.
Hope I can get opportunity to meet you during the interview.

Sincerely,
(Dattatraya D. Nikam)
Curriculum Vitae
	Personal Information

	Name                              DATTATRAYA D. NIKAM
Email ID                          ddnikam1@gmail.com 

                                      +91 9392562347, +91 9959176535


	Objective

	· To work in a world-class environment and to take up challenging work where I can contribute significantly through learning from my academic skills and work experiences.


	Work Experience

	Organization
	· Working for M/S. Covalent Laboratories Pvt.  Limited, Gundalamachanoor, Sangareddy (USFDA, MHRA, WHO CERTIFIED COMPANY, MANUFACTURING PHARMACEUTICAL BULK DRUGS, API'S) since FEBRUARY 2020 to till date.

	Designation
	· MANAGER–Quality Control

	Achievement

	· Successfully co-ordinated for USFDA, WHO Audit, EDQM Audit and various customer audits. 

· Handling all QC activities
·  5S implementation in the lab.

· Implimentation of Quality Management System in QC Laboratory
· Promoted from Dy. Manager position to Manager position.


	Job Profile

	· Responsible for overall activities of the Quality Control department.

· Preparation and Review of all specifications, analytical methods, protocol / reports etc. for compliance as per regulatory requirements.

· Investigate the customer complaints and product recall and initiate the remedial actions.

· Review and upgrade the quality systems as per the latest regulatory requirements on periodical basis.

· Evaluation of quality performance indicators like Trend analysis on product quality, non-conformances etc. and initiate remedial actions.

· Handling of Quality Audits, introducing Quality System in Laboratory to customer and regulatory auditors.

· Handling Investigation of Out of Specification (OOS), Out of Trend (OOT) results and Quality Impacting/Non Impacting incidents (notifications). Training to new comers on QC aspects/Instruments handling/ troubleshooting etc. Ensuring cGMP/GLP, Compliance and other regulatory requirements.
· Reporting to The Head QC Mr. A. Nagi Reddy




	Work Experience

	Organization
	· Worked for M/S. AUROBINDO PHARMA Limited, UNIT-12, Bachupally, Hyderabad (USFDA, MHRA, WHO CERTIFIED COMPANY, MANUFACTURING TABLETS, CAPSULES, ORAL SUSPENSIONS, STERILE  ETC.)  since AUG 2018 to OCT 2019.

	Designation
	· DUPUTY.MANAGER (TEAM LEADER)–Quality Control

	Achievement

	· Successfully co-ordinated for WHO Audit and various customer audits. 

· Handling in STABILITY group independently.

·  5S implementation in the lab.

	Job Profile

	· Responsible for overall activities of the Stability testing, planning and monitoring team etc.

· Handling Investigation of Out of Specification (OOS), Out of Trend (OOT) results and Quality Impacting/Non Impacting incidents (notifications). Training to new comers on QC aspects/Instruments handling/ troubleshooting etc. Ensuring cGMP/GLP, Compliance and other regulatory requirements.
· Reporting to The Head QC Mr. Vijay kumar Yadav 



	Work Experience

	Organization
	· Working for M/s. MSN Laboratories Ltd, Formulations, Unit-I, Bollaram (WHO, MCC, ZAZIBONA, Romania FDA, SFDA, JFDA, etc. CERTIFIED COMPANY, MANUFACTURING TABLETS, CAPSULES, STERILE ETC.)  since JAN 2017 to till Jul-2018.

	Designation
	· TEAM LEADER–Quality Control

	Achievement

	· Successfully co-ordinated for WHO Audit, ZAZIBONA and various customer audits. 

· Handling in IPFP, GLP and Raw Material groups independently.

· 5S implementation in the lab.

	Job Profile

	· Responsible for overall activities of the In process/Finished products, GLP and Raw Materials.

· Investigation of Out of Specification(OOS), Out of Trend (OOT) results and Quality Impacting/Non Impacting incidents (notifications). Training to new comers on QC aspects/Instruments handling/ troubleshooting etc. Ensuring cGMP/GLP, Compliance and other regulatory requirements.
Reporting to The Head Quality Mr. MSN Raju


	Work Experience

	Organization
	· Worked for M/S. Mylan Laboratories Ltd, FDF-04, Jadcherla ( MHRA, JAPANESE FDA, ANIVISA CERTIFIED COMPANY, MANUFACTURING TABLETS, CAPSULES ETC.)  since July 2015 to Jan-2017.

	Designation
	· TEAM LEADER–Quality Control

	Achievement

	· Successfully co-ordinated for WHO Audit, Japanese FDA and various customer audits. 

· Handling in Stability and Raw Material groups independently.

· 5S implementation in the lab.

	Job Profile

	· Responsible for overall activities of the Raw Material (Both API and Excipients), Stability teams.

· Investigation of Out of Specification(OOS), Out of Trend (OOT) results and Quality Impacting/Non Impacting incidents (notifications). Training to new comers on QC aspects/Instruments handling/ troubleshooting etc. Ensuring cGMP/GLP, Compliance and other regulatory requirements.
Reporting to The Head Quality, Mrs. Chitra Mathur


	Work Experience

	Organization
	· Worked for DR REDDYS LABORATORIES Limited, Bachupally, Hyderabad (USFDA, MHRA, ANIVISA CERTIFIED COMPANY, MANUFACTURING TABLETS, CAPSULES ETC.)  since June 2006 to April 2015.

	Designation
	· ASST.MANAGER (TEAM LEADER)–Quality Control

	Achievement

	· Successfully Co-ordinated for USFDA Audit 2 times, MHRA Audit 3 times, Health Canada Audit 2 times, ANVISA Audit and various customer Audits.

· Handled in In process, Finished product and Raw Material groups.

· Promoted from Sr.Executive position to Jr. Manager then to Asst.Manager position.

· Rated as Significant contributor grade throughout the career.

· 5S implementation in the lab.

	Job Profile

	· For 2 years worked in IP& FP section and done analysis of Blend and finished dosage forms.

· For 4 year worked in IP & FP Exhibit section and done analysis of Residue (swab), Blend and Finished dosage forms for Submission batches. 

· For 1 year handled method transfer of finished products and IP & FP Exhibit Section as team leader.

· At last about 2 years was Responsible for overall activities of the Raw Material (Both API and Excipients) in between supported stability team for manpower and samples management.

· Investigation of Out of Specification(OOS), Out of Trend (OOT) results and Quality Impacting/Non Impacting incidents (notifications). Training to new comers on QC aspects/Instruments handling/ troubleshooting etc. Ensuring cGMP/GLP, Compliance and other regulatory requirements.
Reporting to The Head Quality Control, Mr. T. C. Mallikarjun


	Work Experience

	Organization

	· M/S CIPLA LIMITED, 

Patalganaga, Near Panvel (Mumbai) (USFDA, MHRA CERTIFIED COMPANY, MANUFACTURING TABLETS, CAPSULES, CREAMS, TOPICAL PREPARATIONS, HARMONES, NASAL SPRAYS ETC.) From Aug 2005 to Jun 2006. 

	Designation
	· Analyst-Quality Control.

	Achievement

	· Successfully co-ordinated for WHO Audit and various customer audits during the year 2005. 

	Job Profile

	· Receipt, analysis and release of In-process and Finished products.

· Preparation and review of Specifications, Standard Testing Procedures, Analytical Test Data Sheets and General test procedures for other and US Regulatory markets.
Reporting to The Head Quality Control, Mr. Nainish Lokhande


	Professional qualification

	· Bachelor of Science (Chemistry) From Shivaji University, Kolhapur (May 2002).

· Master of Science (Organic Chemistry) From S.V. University, Tirupathi (October 2009)


	Certifications

	· Approved Chemist certification for Analytical and Chemical techniques for OSD and Sterile from Telangana state DCA. 




	Language Proficiency

	English, Hindi, Marathi and Telugu


	Personal details

	· Date of Birth                                      16/10/1980

· Martial status                                      Married 

· Contact address                                  Dattatraya D. Nikam

                                                                    Plot No:8, 9, 10.

                                                                                     S. No. 161,164, Flat No: G-6,

                                                                                     BVR Nilayam,

                                                                                     Vidynagar Colony,

                                                                                    Opp. Godavari Projects Apartment,

                                                                                    Chandanagar, Hyderabad-500050
· Mobile Number                                +91 9392562347
· Residence Phone                                +91 9959176535.                                                                           



	Reference

	Mr. Sachin Patil

Manager QC,

M/S. Dr. Reddy’s Laboratories Ltd.,

Hyderabad, India.

Ph No: +91 9177100468

                                                                 Mr. Manoj Gaonker

                                                                 Manager QC,

                                                                 M/S. Apotex Limited,

                                                                 Banglore, Karnataka, India.

                                                                 Ph No: +91 8884566637



	Computer Literacy

	· Well-versed with MS Office.

· Exposure to all instruments oriented software. 

· Involved in the online systems like SAP, TRACKWISE, DMS and LIMS CALIBER.



	Personal Strength

	· Aptitude to learn new ideas and quicker adaptation to the environment.

· Hard working

· Effective team member and motivating team leader.



Declaration:
I hereby declare that the above-furnished details are true and correct to the best of my knowledge. 

Place: Hyderabad.

Date:



                                  (Dattatraya D. Nikam)
Previous Work Experience�
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