                                                     
                                          

Career Objective:

· Pursuit of acquiring all the competencies for a satisfying career and always willing to face new challenges and critical tasks, which offer potential growth and development through the spirit of teamwork.
· To grow professionally and share responsibilities by contributing my efforts for the achievement of goals set by organization using my knowledge and technical skills.
Organizational experience:

· From May 2012 till Feb 2016 working as “Deputy Manager” in IGATE Global solution limited.
· June 2010 till May 2012 worked as “Research Officer II” in Fortis clinical research limited India.

· June 2009 till June 2010 worked as “Executive-Regulatory Affairs” in MSD pharmaceuticals private limited, a subsidiary of Merck & Co Inc. USA.

· October-2005 till May 2009 worked as “Research Associate” at Bioanalytical Research department in Clinigene international Limited, a subsidiary of Biocon India Ltd.
· August 2002 till June 2003 worked as “Field sales officer” in Radius Limited, a subsidiary of Indoco Remedies Ltd. 
Summary of skills & experience:
· Provides support to our client in Global LIMS Operation and Implementation at various worldwide sites.

· Good Knowledge of international methods viz ASTM, ISO standards, APHA, IP, BIS, AS/NZS, USFDA,

· Experience in construction and validation of various types of bioanalytical and analytical methods in Watsons and Sample Manger LIMS
· Working experience in FDA regulated environment as research scientist, LIMS administrator and Business analyst.

· Knowledge of Software Development lifecycle Management, Validation and Qualification, Administration of regulated applications. 
· Experience in “Clinical research and regulatory filings” (for new drug marketing approvals, Site registrations, Clinical Trial NOC etc.), preparation of labels, prescribing information, evaluation of regulatory specifications, monographs, etc. 

· Rich experience in reviewing of Clinical study protocol, CMC documents, Clinical investigator's brochure, Informed consent form, CRF, dossiers preparation and reviewing of CTD modules, query response. 

· Impeccable skills in Quality assurance, cGMP, Validation, GCP, GLP techniques, ICH Guidelines on Quality, Stability & General consideration for clinical trials. 
Sophisticated instrument handled and worked on:
· LC-MS/MS – MDS SCIEX (API 4000 Q Trap, API 4000,3000,)

· HPLC – Shimadzu LC10ADVp, Waters alliance 2690, 2695, Agilent  1100
· Shimadzu Differential Scanning Calorimeter DSC-60
· FT-IR Shimadzu 8300
· Camag WinCATS4 and Win CATS5 HPTLC
· Shimadzu 1601 UV/Visible Spectrophotometer
· GC-MS QP 5050A (Shimadzu)
· Electro lab Dissolution Apparatus
· Other Conventional Instruments
Software:
· Watson LIMS V 7.3

· SDMS NuGenesis V 7.0
· Sample Manager LIMS V 9.2.1
· SQL 2012

· C , C++, C#

· Analyst 1.4, 1.5
Job Responsibility: 

IGATE Global Solution 

· Method transfer construction and validation of various analytical methods as per regulatory methods and internal laboratory SOP’S in Sample Manager
· Creating analytical calculation sheets. Preparation of documents Functional design, ACRs, Unit Request SOPs, User account creation in LIMS and internal web portals. 
· Assessment of GAP analysis of various laboratory locations worldwide. Interacting with clients and providing technical support on day to day basis for method up-gradation in LIMS.
· Provide Software Application Maintenance to over 50 live laboratories include commodities, Petrochemical, Pharmaceutical, Foods & Agriculture, Microbiology.
Fortis clinical research 
· Method development and validation of Bioanalytical methods as per laboratory SOP’S and current regulatory guidelines, Analysis of Clinical study samples as per validated SOP’S.
· Preparation and review of method SOP’S, Method protocol and laboratory SOP’S.
· Documentation and compilation of results as per departmental SOP’S and current regulatory guidelines.

· Calibration of Instruments, involved in ANVISA, USFDA Audits.
MSD Pharmaceutical

· Preparation of dossiers as per Schedule D (I) & D (II) and Schedule Y, Preparation of Form 40 & 44 for regulatory filings (for new drug marketing approvals, Site registrations.)
· Preparation of documents and dossiers for clinical trial NOC, development of Labels, and patient information leaflet, evaluation of regulatory specifications, monographs. 
· Reviewing of clinical study protocol, CMC documents, clinical investigator's brochure, informed consent form, case report form, CTD modules, and preparation of query response. 
Clinigene international
· Method development and validation of Bioanalytical methods, Analysis of clinical study samples.

· Preparation and review of method SOP’S, Method validation Protocol, Bioanalytical report, STPs of instrument and Biostudy report and Quality assurance documents.

· Accountability and procurement of reference standard, chemicals & solvents and their documents.
· Review of the clinical, statistical report, raw data and other documents which are for submission as per regulatory guideline.
· Participation in operational qualification of Watson LIMS and its connectivity with other software.
Radius Limited (Anti-diabetic & Cardiovascular division) 
· Responsible to promote cardiovascular and anti-diabetic product through one on one meeting with physicians, cardiologist and diabetologist.
· Responsible to build a strong relationship with doctors, medical staff, organise and attended various medical conferences.
· Keep records of sales and customers, report information back to head office and immediate superior on day to day activity about sales and client’s needs.
Educational Qualification:

· Maters in Pharmacy in “Pharmaceutical Quality Assurance” from Manipal Academy of Higher Education, Manipal in 2005.

· Bachelors in Pharmacy from Jiwaji University, Gwalior in 2002

Dissertation:
· “Analytical method development and validation of by HPLC & HPTLC, and preformulation studies, and dissolution method of drug Racecadotril”.
Seminars & workshops attended:

· Workshop attended on “Agilent HPLC Trouble shooting and Operational Training on chemstation software” at Agilent Technologies centre Singapore on 25 th to 29 th  August 2007 

· Workshop  attended on “ICH Good Clinical Practice in clinical trials” on 19th  to 20th January 2007  in Biocon campus, was Conducted by Clinigene International LTD  Bangalore
· Workshop  attended on “Technological Innovation in Controlled Drug Delivery”  on 5th  to 6th January 2005 was sponsored by council for scientific and Industrial Research, Organized by PSG College of pharmacy, Coimbatore.
· Seminar  attended on “Intellectual Property for Drug and Pharmaceuticals” on 9th  to 11th September 2004 was Organized by Manipal college of pharmaceutical sciences MAHE, Manipal 
· Seminar attended on Basics and Advantages of HPLC” conducted by the Department of Pharma Quality Assurance, MCOPS, Manipal
·  Personal details:

· Marital Status 
 : Married
· Gender
             : Male
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