STATEMENT OF PURPOSE
My knowledge, skill and attitude towards the organization will always be a high point of my work. I will serve for the success of an organization with the best of my abilities based on my past experience. 

Audits Faced:
· ISO 13485 (Nipro India Corporation Pvt. Ltd)
· ISO 15378 (Nipro India Corporation Pvt. Ltd & ACG PharmapackPvt.Ltd)
· F.D.A (local) (Nipro India Corporation Pvt. Ltd)
· ISO 111371 (Nipro India Corporation Pvt. Ltd)
· EMS 140001 (ACG Pharmapack Pvt.Ltd)
· ISO 450001 ( ACG pharmapack Pvt.Ltd)
· Pharmaceutical customer Audits ( ACG Pharmapack Pvt.Ltd)

TOTAL WORK EXPERIENCE (Total 12 years)
ACG Pharmapack Pvt.Ltd. (SHIRWAL) (2 years)
ISO - 15378 , ISO 45001, EMS 140001 Certified
Period: SEPT 2022 till date
Designation: Sr. Officer-QA

· Perform continuous process verification of the product process deviation & monitoring of cGmp.
· Collect the In process samples including  all trial samples during the manufacturing and Packing process, QC samples for analysis, control samples, stability samples etc.
· Identify areas for enhancement, and implement corrective and preventive actions to reduce risks and optimize operations.
·  Making of improvement initiatives within manufacturing plant
· Implementation of policies and procedures to ensure adherence to production quality standards. 
· Monitors and audits process, material, and product testing against established standards and conducts a continuous analysis of quality defects and deviations.
· Sample send to customer as per requirement for new sales orders. 
· Review & issuance of all instruments logbook, production changeover books records.
· Compliance for customer Audits & Internal audits observation within timeline.
· Coordinate with third party vendors for lab instruments calibrations.
· Conducts daily kaizen meetings with production & all department for discussion of customer complaints & daily concerns with action plan.
· Preparation of Validation reports & protocols 
· Maintaining of 6S in laboratory area.
· Investigation of customer complaint root cause analysis & CAPA within timeline and monitoring CAPA effectiveness 
· Development of new products trial with periodic evaluation.
· Preparation of new Quality plan in SAP for routine testing products.
· Training conducts for awareness against complaint CAPA to all employees. 

WORK EXPERIENCE (Total 5.8 years)
Nipro India Corporation Pvt. Ltd. (SATARA)
ISO - 13485 & ISO 15378 Certified
Period: JAN 2018 till date
Designation: Sr. Executive – QA
· Handling of Change control system activity.
· Preparion of Monthly Quality Reviews Meetings, Quality Objectives & Management Review meetings presentations & maintaining the Records.
· Carrying out Vendor Notification change activity.
· Handling of Nonconformance & Deviations System. & Maintaining the Records.
· Preparing & Reviewing of Validation documents. (Transport study Protocols, reports, batch records)
· Carrying out Internal audits, vendor audits and vendor qualification.
· Compliance given for ISO audit & interaudit observations within timeline.
· Reviewing & tracking of Kaizens for improvements. 
· Preparation & Updation of Products Technical Files.
· Preparion & revisions of QMS SOPS. 
· Preparing equipment qualification documents like URS, FAT, IQ, OQ, PQ protocols & reports.
· Review of Device History record (DHR) of, Syringe, Rubber Stopper IVC AVF BTS product.
· Having knowledge of quality management systems i.e. Document control, change control, Nonconformance & deviations, incidence report and market complaint.
· Preparing process validation protocols for medical devices and also involved in process validation activities.
· Involved in audit preparation activities and actively participated in ISO 13485,           ISO 15378, ISO 9001 and audits.

WORK EXPERIENCE (Total 4.9 years)
Nipro India Corporation Pvt. Ltd. (SATARA) 
ISO- 13485 & ISO 15378 Certified
Period: March 2013 to Dec.2017
Designation: Executive – QC 
Job Responsibilities:-
· Performing Sampling & Testing of Raw material, Packing material and finished products. Polymer & Rubber (Syringe, Cannula, IVC, AVF, Bloodlines, Rubber Stopper, Dialyzer.)
· Performing Line Clearance Activity in Production Area.
· Performing Testing of Operational Qualification & Process Validation Samples  
· Performing Complaint Samples analysis and Retention Sample analysis.
· Calibration of Weighing Balance, pH meter, Atomic Absorption Spectroscopy, IR, Viscometer.
· Preparation of Raw material, Packing material and Finished Products specifications.
· Developed “Quality Management” in SAP system for QA and QC.
· Performing MRIS & order for materials.
· Preparing Test methods for raw materials, packaging materials, and finished products.
· Management of laboratory chemicals, standards, Glasswares.
· Working in MNC culture and attended various cGMP trainings 

Instruments Handled:-
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· Ultra-Violet Spectrophotometer
· Atomic Absorption Spectrophotometer
· Fourier Transform Infra-Red spectroscopy,
· Universal testing machine, 
· Penetration tester
· Weighing Balance
· pH meter
· Quick Scope Vision Microscope 
· Viscometer  
· Brookfield Viscometer
· Keyence Scope
· Moisture analyzer
· Profile projector

WORK EXPERIENCE (Total 1.3 years)
Anazeal Analytical Solutions &Research Pvt. Ltd. Navi Mumbai (JAN. 2012 – March. 2013)
Designation: Jr.Chemist QC (Quality Control department)
Job responsibilities:
· Worked as analyst in Stability, finished product section and was responsible for analysis.
· Routine analysis in Raw Material, Finished Products, Stability Studies.
· Handling of sophisticated instruments like HPLC, UV, IR, DT LOD, TLC DISSOLUTION Tester.

· Completed one and half month industrial summer training at Cipla R&D Vikhroli Mumbai.

ACADEMIC RECORDS
	EXAMINATION
	YEAR OF PASSING
	BOARD / UNIVERSITY
	CLASS

	M.Sc. (Chemistry)
	2014
	Vinayaka Mission University.
	First Class

	PG Diploma in (Analytical Techniques)
	2012
	Mumbai University
	First Class

	B.Sc. (Chemistry)
	2010
	Shivaji University
	First Class

	H.S.C.
	2006
	MAHARASHTRA BOARD, PUNE
	Second Class




COMPUTER SKILLS
· Operating Systems: Windows-XP, Windows-Vista, Windows-7 and Windows 10
· Packages Known: MS Office 2007-2010 (Word, PowerPoint, Excel), Computer basics
· SAP system.


STRENGTHS: 

· Highly organized and dedicated with positive attitude
· Team Leading & Training.
· Good Communication skills, Ready to take responsibility. 
· Eager to acquire more knowledge, Positive approach
· A natural team player & likes to work at all levels
· Rapidly adapt to learning new skills, techniques & team leading skills       
PERSONAL INFORMATION:
Name			: Abhijit Prakash Ithape
Father’s Name		: Prakash Namdev Ithape
Date of Birth		: 09/07/1989
Address			: A/P DegaonTal.Wai, Dist. Satara 
			  Pin Code-412803.  
Sex			: Male
Marital Status		: Married
Nationality			: Indian
Languages Known		: English, Hindi, and Marathi


EXTRA ACTIVITIES
· Implementation of updates quality control procedures.
· Training to new comers on instrumentation.
· First Aid training taken in Nipro India Corporation Pvt.Ltd
· Internal Audit activity.
· Implementation of  EMS ISO 14001 
· Implementation of MDD to MDR in Nipro Medical device.
· Gap Analysis of applicable standards in Nipro 


	DECLARATION





       I confirm that the information provided by me is true to the best of my knowledge and belief.
	
Date:                                                                                                                     Yours sincerely,
[bookmark: _GoBack]									   	       Abhijit Ithape.	

