ANUBHAV SANJAY MOHANTY                       Email: anubhav.mohanty2010@gmail.com
                                                                                                 Mobile: +91-9050588829
Deputy General Manager with 11 years of experience in Production, Packaging and Plant Operations in medical device industry.

AN OVERVIEW

· Currently working as a Deputy General Manager-Production with Imeds Global Pvt Ltd, a start-up medical device manufacturing company in AMTZ, Visakhapatnam. Managing the entire operations for production of surgical skin staplers and staple removers.
· Led the organization in CDSCO and ISO 13485:2016 audit for obtaining Maunufacturing License for skin staplers and staple removers (Class B medical devices).
· Worked with Cepheid India Pvt. Ltd (an Op. Co of Danaher) as Senior Production Engineer, managing the end-to-end production operations for Class C IVD kits (TB and Covid).
· Worked as Production Engineer with Hollister Medical India Pvt Ltd, managing the production planning, assembly, packaging, printing and labelling of Class IIb medical devices, injection moulding of plastic parts, preventive and breakdown maintenance of machines and inventory reconciliation.
· Approved manufacturing chemist in medical device (CDSCO Haryana) Endst No: 63/44-1Drug-1-2019/4004-4032
· Diploma in Packaging from Indian Institute of Packaging, Mumbai (All India Rank # 8 out of 135).
· Certification course in Production & Operations Management from IIT, Delhi.
· B.Tech in Biotechnology from Biju Patnaik University of Technology, Odisha. 
· Possess good knowledge on machine, tools and their maintenance and experience of facing regulatory audits.
· Collaborate with cross functional teams (QA, Supply Chain, Engineering and Finance) for receipt, processing and fulfilment of dispatch plan to ensure timely, efficient and error free processing of the planned orders.
· Implemented and sustained lean manufacturing on shop floor.
· Reviewing batch production records (BPR) / device history records (DHR).
· Monitoring stringent quality control systems for reducing rejection level and escalating production level.
· Implemented lean manufacturing and its sustenance on shop floor.
· Led six sigma green belt projects.
· Led the new product commercialization projects.
· Trained on SAP ERP 6.0.
· Certified ISO 13485:2016 internal auditor from BSI.
· Effective communicator with excellent leadership qualities and analytical power.

TECHNICAL EXPERTISE
· Blister packaging (form fill seal technology) and corrugated box packaging
· Flexographic Printing and Thermal transfer printing on EVA and Tyvek
· Labelling of CE marked products
· Injection moulding (200 Ton and 80 Ton)
· Ultrasonic plastic welding and punching process
· Tris EDTA (TE) buffer manufacturing
· Hydraulic Power Press Machine
· Semi-automatic bottle filling and capping operations
· Experience of ISO 13485, ISO11607, ISO 14971, CE & MDD (EU Medical Device Directive) compliance requirement
· Capacity planning and Production planning
· Implementing standard work in assembly lines
· Improving process capability and monitoring Cpk values.
· Led NPD projects which includes design control activities viz. creation of DDP, risk management, design verification and design review.
· Deviations, QMS, AGILE PLM & Change control
· In-depth knowledge of process validation (IQ, OQ, DOE, ANOVA, PQ)
· OEE, CAPA and FMEA



EMPLOYEMENT SCAN

Present Employment:
Deputy General Manager-Production with Imeds Global Pvt Ltd Since Dec’2022 till date
Managing the entire operations for production of surgical skin staplers which includes:
· Preparing the production plan based on the demand plan sent by sales team.
· Capacity planning and raw materials planning based on the AOP.
· Coordinating with suppliers for price negotiation and procurement of Raw Materials and spares.
· Establishing the Quality Management System for surgical skin staplers and staple removers.
· Led the organization for ISO 13485:2016 and CDSCO audits.
· Reviewing the machine preventive maintenance and breakdown maintenance. 
Key Achievements: 
· Led the CDSCO and ISO 13485:2016 audit for skin staplers and staple removers and obtained Manufacturing License for both these products.

Previous Employments:
Senior Production Engineer with Cepheid India Pvt Ltd, Chennai (IVD)
Since Sep’20 to Nov’22
· Managing the end-to-end operations of plant for of IVD kits (TB and Covid), which includes production planning, inventory management, manpower handling, reagent manufacturing, assembly, packaging, and FG dispatch.
· Preparing monthly production plan for Consumables, BOM items, WIP and FG.
· Coordinate with purchase department to maintain the re-order level of RM inventory.
· Performing monthly inventory reconciliation and square off inventory variations.
· Ensure min max level of RM and no stock out in Kanban.
· Plan the weekly, monthly and annual preventive maintenance and accountable for breakdown maintenance of machines.
· Handling a team of 55 operators and 2 supervisors in 2 shifts.
· Conducting quarterly internal audit for compliance to ISO 13485.
· Preparing validation protocol and conducting process validation for new equipment and process as well as for any modification to existing process.
· Managing the manufacturing, bottling and labelling operations of Tris EDTA buffer solution.
· Good knowledge of AGILE PLM tool.
Key Achievements: 
· Increased productivity of valve body assembly line and manual kitting operation by 20%.
· Received Danaher Star Award for achieving the production target of 1.5 million TB test kits in the month of May’2022.

Production Engineer with Hollister Medical India Pvt. Ltd. (Medical Device), Rewari, Haryana
Since Aug’12 to Sep’20
·   Managing the overall assembly and packaging operations of intermittent catheters, urine collection bags and injection moulding process for in house production of raw materials (PP & TPE components). It includes:
• Preparing monthly production scheduling and expediting to meet the volume adherence on time.
• Preparing monthly reports on output, machine down time and process waste and its analysis.
• Inventory reconciliation & square off inventory variations every week
• Coordinate with demand planning team for meeting AOP and any changes to actual demand plan.
      • Managing more than 100 manpower in a shift by ensuring discipline in all aspects of working at shop floor.
      • Provide training to operators on SOP, GDP and communicate them regarding customer complaints.
• Coordinate with QA, maintenance, HR and finance departments for accomplishing production targets.
• Executing change control for new product commercialization and changes to existing process by process  
  validation (IQ, OQ and PQ).
• Preparing weekly shift schedule of manpower.
• Monitoring OEE of all production lines.
      • Conducting CAPAs for customer complaints and critical non conformities in product.
      • Leading production department in daily and monthly operations meeting.
      • Implemented lean manufacturing on new production lines and sustained it on existing line.
· Led Value Stream Mapping Projects.
· Working in ISO Class 8 clean room.
· Ensuring zero non-compliance in all internal/external audits.
· Ensuring that all employees participate & give significant inputs to engagement in activities like Kaizen.
Key Achievements: 
· Led new product development project for commercialization of paediatric catheter from in 2020.
· Reduced process waste in blister packaging line from 3.7% to 1.4% (savings of 70K US$) by leading six sigma green belt project in 2019.
· Coordinated with external vendor and installed automated air leak tester machine to increase    
rate of production by 10% and implement poka yoke in 2019
· Improved the Overall Equipment Effectiveness (OEE) of blister packaging machine by 5% in 2018.
· Multiskilling of operators to reduce machine downtime during high absenteeism in 2017.
· Improved labour efficiency by 15% by assembly line balancing in 2015.

Senior Process Engineer with ABL Biotechnologies Ltd., Bangalore
From Jul’11 to Aug’12
Optimisation and scale up of Fed Batch fungal fermentation and downstream processing (centrifugation and solvent extraction) for production of Docosahexaneoic Acid (DHA).

Shift Biotechnologist with Alchem International Ltd., Faridabad (Haryana)                                                     
From Jun’07 to Jun’11
·    Operating two 5.3 KL Batch Fermenters and one 3.5 KL batch fermenter for production of De-methyl      
   Thiocolchicine.
·  Conducting downstream processing for recovery of Thiocolchicoside (API) and HPLC for its qualitative  
 analysis.
· Handling production related tasks of Thiocolchicoside including planning, control & troubleshooting for achieving the planned periodic schedules, increasing conversion efficiency and process control.
· Involved in maintenance activities for achieving production targets.
· Gained proficiency in monitoring process parameters, maintaining aseptic growth of culture & troubleshooting for increasing production efficiency.
· Developing Inoculums for fermentation.
· Reviewing and maintaining batch manufacturing records.
· Monitoring utilities (Cooling towers, Chillers, Air compressors & Dehumidifiers).
· Design and Read P&ID of Bioreactors.
· Key Achievement: Reduction in overall time cycle of a batch process by reducing fermenter turn-around time (TAT) for increasing productivity.

ACADEMIC PROJECT

Role:             Project Trainee with Dr.Reddy's Lab, Hyderabad
Title:	         Analysis and characterization of Darbepoetin Alpha by HPLC
Period:          3 months (Jan’06 to Apr’06)
Job Profile:   Operating HPLC & conducting Analysis & Characterization of Darbepoietin Alpha 
                     by Size Exclusion and Reverse Phase High Performance Liquid Chromatography. 
Proficiency:   Analysing the chromatographs for effective separation of peaks & removal of peak tailing.

ACADEMIA

2022          Diploma in Packaging from Indian Institute of Packaging, Mumbai. Secured 67.2%.
2014           Certification course in Production & Operations Management from Indian Institute of Technology Delhi
2006	     B.Tech in Biotechnology from Biju Patnaik University of Technology, Odisha . Secured 70%.
2002	     12th  from Belpahar English Medium school (ISC Board), Odisha. Secured 78.2%.
2000	     10th  from Belpahar English Medium school (ICSE Board), Odisha. Secured 77.6%.

TECHNICAL PURVIEW

· Form fill seal blister packaging machine (Multivac R 530)
· SATO CL4NX label printer
· Arburg 720 H injection moulding machine
· Ultrasonic plastic welding and punching machine (Rainbow medical)
· Flexicon FF30 filling and capping system
· Air Compressor (Ingersoll Rand)
· Dehumidifier (Ingersoll Rand)
· 5.3 KL Batch Fermenter (Scigenics India Pvt Ltd.)
· 3.5KL Batch Fermenter (Scigenics India Pvt Ltd.)
· Centrifuge (MPW)
· 160 K.L Bioreactor (Praj).
· Filter Press
· Waters 2996 HPLC System.
· Pasteurizer.
· UV VIS Spectrophotometer (117, Systronics).
· Laminar Air Flow (Labline).
· Autoclave (SISCO, India).
· H.S.R Centrifuge (C-24, REMI) & Micro-Enrtifuge (SPIN-WIN) etc. 
· Solvent Extractor.

PERSONAL DOSSIER

Date of Birth: 	             25th April, 1985
Father’s Name:             Lt. Mr. Jagadish Mohanty
Present Address: 	102, Eswar Towers, Aganampudi, Visakhapatnam, Andhra Pradesh. Pin: 530046
Languages Known:      English, Hindi, Odia
Preferred Location:	Anywhere in India
