                                   Mr. Hamne Prashant Shankarroa 
· Bachelor of Pharmacy (University Topper)

· Advanced Program in Pharmaceutical Quality Management (APPQM)

(This is one year MBA style program developed by IDMA along with NSF Health science)

· Green Belt in Six Sigma 

 Address:-
Permanent address:



                                   Local address:-

N-53 A/p-Ahmedpur 
               Flat Number 404                            

Tq. Ahmedpur Dist.Latur

                                                        Jijau Chowk
Maharashtra, 413515                                                                            Gitanjali Residancy
Mobile No: 09767627158/ 09657777397                                         
 CIDCO Mahanagar-1 
                                                                                                                           Chatrapati Sambhaji Nagar.
                                                                                                 Mobile No: 09767627158
                                                                                                                    08668843337                                         

( prashanthamne87@gmail.com
 Objective:-
To create a distinct position in the pharmaceutical field and to contribute with all my experience, knowledge and skills towards the growth of the organization, with well-directed hard work with smart attitude, extreme dedication and application of skills efficiently to almost satisfaction of your prestigious organization.
 Experience:
Total around 16 Years of rich experience in Pharmaceutical industry with well-known Organizations in Quality Assurance department and currently working as an ‘Deputy Manager’ at FDC Ltd. Waluj, Aurangabad from year 2018 and responsible for overall QMS function and handling a team of more than 15 personnel. 
I am also responsible for Management of all external audits starting from completing all pre-audit requirements, planning and facing the audits and finally writing ‘Compliances’ for observations received in regulatory/customer inspections. 
Professional Profile

· Trainer for most demanding topics in industry like ‘Human Error causes and prevention’, ‘Good Communication Skills’, ‘Good writing skills’ etc. 

· Proficient in Failure Investigations by using different investigation tools like ‘Process Mapping, Fish-Bone Diagram, Is/Is not, Brainstorming sessions etc. 
· Proficient in conducting Quality Risk Management of different manufacturing processes, Deviations, Change Control, Market Complaints, Batch Failures etc.
· Process Validations, Equipment Qualification, Utility Validation and Cleaning Validation.

· Proven ability to handle internal and external quality / GMP audits, Deviations, Incidents, Change controls, OOS, Market Complaints and CAPA Management.

· Strong planning, organizational and interpersonal skill for validation activities.
· Proficient in planning and executing all ‘Vendor Management’ activities.

PREVIOUS EMPLOYER 

· Previously worked with reputed pharmaceuticals like CIPLA (Meditab Specialilies Pvt. Ltd.), LUPIN, TEVA & HETERO Pharmaceuticals.

· Approved by all the regulatory majors like USFDA, MHRA, ANVISA, MCC, TGA, PMDA, PICS, WHO etc.

· Having the exposure of all the major regulatory audits at war room level. 

· Worked in highly Automated Quality Culture for handing of Master documents, Deviation, Change control, Training etc…. 
· Following are the my previous employer details 

1. FDC Limited, Aurangabad: From Mar. 2018 to till date. Presently working as  a ‘Deputy  Manager’ Earlier worked from Feb. 2009 to Mar. 2010 as ‘Officer Quality Assurance’ in IPQA.
2. Cipla Limited, Goa: From Mar. 2010 to Oct.2011 as ‘Officer Quality Assurance’ in QMS.
3. Lupin Limited, Goa: From Oct. 2011 to Feb.2014 as ‘Executive Quality Assurance’ in QMS
4. Teva Pharmaceuticals, Goa: Feb.2014 to Jan.2015 as ‘Executive Quality Assurance’ in Validation and Qualification.
5. HETERO Labs Limited: ‘Sr. Executive Quality Assurance’ in Validation and Qualification from Feb. 2015 to Mar.2018.
Key performance areas across the carrier span

I. Quality Assurance Activity:

· Assisting to the Site Quality Head for efficient department functioning through daily work allocation, department meetings, monitoring of works allotted and follow ups.

· Review and approval of Quality Assurance procedures, SOPs, Specifications, Quality Manual, Site Master file and other GMP documents.  

· Login, evaluation, approval and monitoring closure of Change control/Deviation/Incidence/CAPA and verification of CAPA effectiveness. 
· Trending of Deviations, Change controls, incidences and CAPA ‘on rolling over approach’. 

· Login, investigation, impact assessment/risk assessment, responding and closure of market complaint. Proposing the CAPA measures for the Market complaints. Trending of market complaints.

· To ensure implementation of CAPA measures proposed against Deviations, Incidences, OOS/OOT, Self inspections, Market complaints etc. 
· Review of OOS/OOT/in-process OOS during batch manufacturing /microbial monitoring. 

· Planning ‘Self inspection Program’ for the facility, coordinating and conducting self-inspection of various departments, issuing the inspection reports, reviewing the responses and closing the self inspections. 

· Conducted ‘Gap Analysis’ between organization procedures w.r.t current regulatory guidelines, organization procedures w.r.t observations (FDA 483’s).

· Review of Batch record and related records and release of batches to different markets. 
· Maintenance of documentation cell, control and monitoring of document issuance activity. 
· Worked as a ‘Training Manager’ and responsible for all training related functions starting from employee entrance (Induction Training) to employee exit (Exit interview)
· Vendor management for raw, packing materials used at site. This includes vendor audits, review of compliance, audit closures, monitoring of vendor consignments, vendor rejections, vendor CAPA’s against issues, vendor annual assessment, vendor periodic audits and vendor approval/rejection/continuation etc.  
· Preparation and review of PQRs.
· Preparation, arrangement and provision of necessary documents to regulatory submission as required.

· Preparation of ‘Quality Metrics’ for various quality systems.

· Responsible for implementation of ‘Computer Management Policy’ at site. 

· To promote importance and concept of the data integrity and ensure that the business process,
equipment and facilities are designed in compliance with data integrity. 
· Preparation of ‘Quality Management Review’ report on monthly basis and communicating the outcome of review with higher management for achievements and improvements required.  
II. Process Validation / Technology Transfer

· Preparation of Risk Assessment for validation activities.
· Review of process validation protocols and reports.

· Sampling for Process validation products from different stages.

· Preparation of Hold time study protocols and reports for products.

· Failure investigation in validation batches through different tools like fish bone analysis, 5 why analysis and many more.

· Responsible for Continued Process Verification activity before release of batches to different markets.
· Review of Technology transfer protocols/reports and exhibit batch documents.

· Review of validation batch documents.

III. Qualification

· Preparation of Validation Master Plan.

· Preparation, execution, monitoring of various qualification activity.
· Preparation & execution of facility qualification.

· Preparation of Site Validation Master Plan and maintenance the SVMP appendix as per revalidation planning.

· Preparation & execution of Temperature mapping study for storage areas.

· Planning/execution of various non routine activities like transportation study, hold time study like coating solution/water storage, etc.

IV. Cleaning Validation

· Preparation & execution of cleaning validation protocols and reports.

· Evaluation & risk assessment for any new product introduction.

· Preparation & execution of protocols and reports for dirty equipment & clean equipment hold time study.

· Preparation & execution of protocols and reports for campaign batch study.

· Preparation & execution of scheduled verification study.

· Review & approval of cleaning process of equipment.

Six Sigma knowledge  
Green belt in six sigma tools and implemented sigma tools in 
· Validation program to improve standard of validation exercise as per regulatory expectations. 

· Reduces the market complaints by using six sigma tools
·    Successfully reorganized the documentation cell for faster retrieval of the documents
  CURRENT EMPLOYER 
· Employer            :  FDC Limited
· Company profile :  Powder, Liquid and Ophthalmic formulations 
· Duration              :  March 2018 to Till date.
· Post                     :  Deputy Manager
· Department         :  Quality Assurance
 Audit Faced:-
More than 80 regulatory/customer audits were faced till date.  
· USFDA (02 times in supportive role and 03 times faced on the table) 
· MHRA  (04 Times)
· PIC’s (05 Times)

· MCAZ (02 times)
· ISO 13485 (04 times)
· PMDA& MHLW (Japan) 
· MCC
· TGA 
· WHO (04 times)
· Ukraine (02 times)
· Other regulatory agencies from Yemen, Russia, Uganda and etc… 

Additional Strengths:- (Software knowledge) 
· Trackwise (8.3.4) Software
· Educe software for document management 
· Ample logic for ‘QMS’ management like Market complaints, Change controls, CAPA, Deviation etc. 

· SABA for ‘Learning Management System’

· Caliber software for ‘QMS’ management
Academic Qualification:-
	Qualification
	College
	University/

Board
	Year of passing
	Class

	B. Pharm.
	Shivlineshwar college of pharmacy, Latur
	SRTMU, Nanded
	July 2008
	First class with distinction 

	12th
	Yeshwant college, Ahmedpur
	Latur
	May 2004
	First class 

	10th
	Yeshwant vidhyalaya, Ahmedpur
	Latur
	June 2002
	First class with distinction


 Workshop/ Sem.inar Attended:-
· Undergone various training like QBD, Continued process verification, Process validations etc. conducted by regulatory bodies and consultancies. 
· Green Belt in SIX SIGMA Tools and conducted projects with Accenture solution for Quality improvement and cost reduction activities.
· Attained workshops on Human error causes and it’s prevention, Good writing skills, Quality Culture etc.     
Strength

· Work with the team in optimistic attitude & ensures that behavior and decisions consistently support the interests of the business and the people within it. 

· Turns creative ideas into effective business solutions and encourages the input of others to deliver great results.

· Takes ownership to resolve issues, involving and trusting others to support where appropriate. 

· Always delivers on personal and team commitments. 

· Work with the principle and core values. 
 Personal Details:-
· Name                              : Hamne Prashant Shankarrao
· Contact no.                      : 09767627158/08668843337
· Birth date                        : 30-05-1987
· Gender                            : Male

· Marital status                  : Married

· Nationality                      : Indian

· Language known            : English, Hindi, Marathi.
· Hobbies                          : Writing poems and stories
 Declaration:-

I hereby declare that the above-mentioned information is correct up to my knowledge and bear the responsibility for the correctness of the above-mentioned particulars.
Place:  Chatrapati Sambhaji Nagar  
                                                                                                                        Yours Sincerely

Date:                               
               

                                          (H.Prashant)
