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Sunil Hargude (M. Pharm, Pharmaceutics)

Contact: 09503881577 / 09723096784~ E-Mail ID: hargudesunil22@gmail.com
· Seeking a challenging position as a Project Management expert with an optimum utilization of knowledge to achieve higher responsibilities in professionally managed organization following high ethical standards and having a strong performance driven culture, providing scope for learning and growth. 

Professional Summary

· A competent professional with about 14+ years of experience in the areas of formulation development and Technology Transfer and Project Management in Pharmaceutical industry. 

· Presently working with Mega Lifesciences, Thane, Mumbai as Manager-Technology Transfer & Project Management.
· Completed Advanced Project Management Certification from Indian Institute of Management Rohtak (IIM-R) in August 2023.

· Well-Travelled for Tech Transfer Activities In India and Out of India (Vietnam).
· Keen administrator with recognized proficiency in managing Technology Transfer Operations entailing Quality, Product Development, Project Management, etc. 

· Gained significant experience in Technology transfer/ Process Development and Process Optimization of different dosage forms like Pellets, Tablets, Capsules (Hard and Soft Gelatin) and Oral Liquids for Regulatory Markets like US Market (ANDA), European (EU), and ROW.

· Excellent inter-personal, communication and organizational skills with proven abilities in team management, strategic alliances, scheduling, planning and smoothly execution of product.

Competency Matrix

Strategic Planning

· Designing and implementing strategies, short term and long term goals for accomplishment of organizational vision and strategic direction.

· Project Management and  technology transfer for all new drug products, Site transfer and Third Party Manufacture.
Projects & Research

· Ensuring process development and optimization of various  products for US Market (ANDA), European (EU), ROW.

· Handled various cost cutting projects by process improvement and process time reducing methodologies.

· Handled site transfer of projects activities from start to end with smooth execution of product. 

· Preparing timelines for ANDA project smooth execution of product.

Project Management & Execution

· Developing plans / schedules, arranging for resources and overseeing all activities to ensure timely completion of multiple projects as per budgeted parameters.

· Defining best practices for project support and documentation.

· Providing technical support to various projects for new drug products, Technology transfer and site transfer projects.

· Software Used NPD System, MIS System for Project Management.

Documentation

· Preparation and review of product and process development related document.

· Analytical data compilation and preparation of reports.

· Preparation and Updation of documents like Standard Operating Procedure(SOP), MFR, MPR, BMR, BPR, Hold Time Study Protocol, Stability Protocol, Technology Transfer Documents, Validation Documents.
Man Management

· Interfacing with people at all levels, managing healthy work environment and inculcating bonded teamwork with high work ethics.

· Mentoring and training juniors for the achievement of pre set targets.

· Scientific discussion related to process optimization with technical team.

· Time to time discussion with all cross functional teams related to smooth execution 
Experience Chronology

1. Manager- Technology Transfer and Project Management at Mega Lifesciences, Thane Since April 2023.

2. Sr. Executive- Technology Transfer at Ajanta Pharma Ltd., Kandivali, Mumbai Since March 2021 to March 2023.

3. Jr. Scientist (Deputy Manager) at Par Formulations, Digha, Navi Mumbai Since May 2020 to Mar 2021.
4. Sr. Research Scientist – (Group Leader) at Enaltec Pharma research Limited (Formerly known as GETZ Pharma Research Limited) Ambernath (East) Since Dec 2017 to May 2020.
5. Executive-FD Technology Transfer at Ajanta Pharma, Kandivali, Mumbai, Maharashtra, India (US, EU & ROW Markets) since September 2016 to December 2017.
6. Senior Research Scientist-Process Development Lab. and Technology Transfer at Alkem Laboratories, Amaliya, Daman, India (US, EU Markets) since May 2015 – Aug 2016.

7. Executive - Product and Process Development at Life Pharma FZE, Dubai, UAE (US, EU Markets) since From March 2013 to April 2015.

8. Executive- R&D at neopharma, Mussafah, Abu Dhabi, UAE since December 2010 to January 2013.
9. Research Associate- R&D at SKant Healthcare, Pvt. Ltd. Vapi, Gujrat since December 2008 to December 2010.
Job Profile-Project Management:

· Responsible for Start-to-end project management, from product identification to product development, Clinical /Bio study, Regulatory clearance to launch of commercialization.

·  To chalk out Project activity, budgets its milestone, Timeline (TCD-Time completion date), Micro planning to identify critical stages and technical requirements along with responsibility of CFT.

· Prepare Gantt chart of all activity and monitor it weekly in CFT meeting to track the progress of all projects by using NPD system.
· Planning of activities, coordination with internal and external partners and stakeholders, supervising the contract developers and also weekly attend the meeting with CRO partner to update them on the project progress and milestone achievement.

· Timely update to the management on projects progress /status, forecast of the decided plan, identifying the bottleneck of the activity and percolate to the management.

· To present Monthly review (PPT presentation) of all projects to the management. (Ontime, delay projects status by evaluating the development project scopes, continuously perform risk assessments, and identify and mitigate challenges as well as planning and negotiation of the development budget).

· Handling project management of site transfer and contract manufacturing.
· Tracking all milestone of project & ensuring completion of stages for milestones.
· Keeping detailed records on the progress of research, trials, and approvals from one phase to the next, in accordance with regulatory mandates and corporate governance rules.

· Involved in Budgeting, Costing Capex etc of project.
· Manage and lead teams of non-direct reporters.
· Prioritize and manage multiple projects with overlapping deadlines.
·  Develop policies and procedures as needed within area of responsibility.
· Schedule and lead meetings to coordinate inter-departmental project activities; including those necessary to resolve project issues.
· Effective communication with project stakeholders and management Communicate project status at defined intervals and meanings and escalate any concerns to the Superior and Management.
·  Assure that all product and project deliverables (quality, performance, cost, schedule and revenue) are met.

Job Profile-Technology Transfer
· Leading and managing team, Inter-department co-ordination and timely discussions. 

· Coordination and discussions with global clients and cross functional teams for smooth technology transfer of project/Product.

· Timeline and planning of product execution with different contract manufacturing organizations (CMO’s).

· Review of the Pre-scale up data and development reports received from FR&D, Execution of Scale up, ANDA exhibit batches, Site transfer, Validation batches and commercial launch batches. 

· Perform process gap analysis and feasibility of equipment’s for the process & calculation of batch size based on occupancy and machine capacities.

· Exeprt in process scaling up and down and Application and implementation of Scale-Up factors in manufacturing process. Application of scale up factors in Dry mixing, blending, lubrication, dwell time application, wurster coating scale up factors etc.

· Identification of Critical Process Parameters (CPP) & Critical Quality Attributes (CQA) during scale up.
· Technology transfer of Solid Oral Dosage Forms Products-Tablets, Capsules, Pellets, POS and Liquid Dosage Forms-Syrup and Suspension.

· Manufacturing process Development, Process Optimization and troubleshooting. Process Optimization by DoE wherein selection of different process variables to for process robustness.

· Design and Preparation of Reports for Scale up, Exhibit and Commercial validation batches.

· Finalization and evaluation of CMO for manufacturing of Batches. 

· Technology transfers of In-house product to different own sites and loan licensed sites (Contract manufacturing site).

· Scale Up and Exhibit batches planning and micro scheduling of batches for timely completion of project.

· Meetings with different cross functional teams (Production, QA, QC, Project Management etc) at manufacturing sites to make the on time delivery of product. 

· Conducting training programs to subordinates and workmen as per yearly training calendar.

· Alternate vendor development.

· Preparations of all required documents for scale up and exhibit activities.

· Reach in communication skills.

· Responding process related queries of USFDA and MHRA.

· Providing customer supports directly and indirectly.

Instruments & Equipments Handled

Granulation equipments (Rapid Mixing Granulator, FBE). Roll compactor (Make: Gerties, Cadmach & Chamunda)

Mixing Equipment. Drying Equipments (Fluid Bed drier). Rotary Compression machine. Coating pan (Conventional, Neocota and Glatt), FBP for Pellets Coating (Umang Pharmatech and Palm Glatt, ACG).

Capsulation machine (AF25T &AF40D-ACG). PCG 1.1 (R&D Scale, For Pellets), Blister Packing Machine (IMA-PG).
Bottle Packing Machine (ACE).
Acdemia
	Exam
	Board/University
	Year of Passing
	Percentage (%)
	Class

	APMP
(Advanced Project Management Professional)
	IIM Rohtak
	2023
	Certification
	NA

	Master in Pharmacy

[Pharmaceutics]
	Pt. R. S. University, Institute of Pharmacy, Raipur, CG.
	2009
	72.96
	I

	GATE
	IIT Bombay
	2005
	88.20
	I

	B. Pharmacy
	Nagpur University
	2005
	71.59
	I


M. Pharm Dissertation
Topic: Development Of Repaglinide Loaded Lipospheres By Using Response Surface Methodology.

Presentation and Publications:
Oral Presentation:

6th Chhattisgarh Young Scientist Congress organized by Guru Ghasidas University, Bilaspur, Chhattisgarh, India, sponsored by Chhattisgarh Council of Science and Technology, Raipur (CG), India.

Poster presentations:

Formulation and evaluation of Garlic Shampoo; in UGC sponsored seminar on Recent Advances in Novel and Cosmetic Technology (March 2007) at Institute of pharmacy, Pt. Ravishankar Shukla University Raipur, Chhattisgarh (India).

Publications:

Formulation and Evaluation of Herbal Shampoo Containing Extract of Allium sativum Published in Research Journal of Topical and Cosmetic Science (RJTCS), ISSN- 0976- 2981, Volume 02, Issue 01: January – June 2011.

Industrial training:
· Participated in Training programme of Pharmaceutical film coating technology conducted by Ideal Institute of Technology, Vasai (Mumbai), 18th to 19th Feb 2009.

· Attended “Train The Trainer” training on 7th July 2015 at Alkem Laboratories Ltd, Daman. India.     
Personal Dossier

Date of Birth


: April 06, 1984
Father’s Name

 
: Late Mr. Maroti Hargude
Languages Known 
: Marathi, Hindi and English
Marital Status

 
: Married
Passport Details
 
: U5828214 Expiry: 20/06/2031
Notice Period: 2 Months (Negotiable)

References: References will be available if required.
I hereby declare that the above information is true to the best of my knowledge.

Sunil Hargude





























Address:

Flat no. 203, Dipti sky city, 
Ambernath (E), Thane, Mumbai.

