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Cynthia M. Mazur
68 Cliffside Road                                                                      
Lowell, MA

 (978)  937-9075
CyndyMaz1123@yahoo.com

Detailed oriented, organized professional in the business and pharmaceutical environment.  Developed a Quality Management ISO Document Control Systems.  Demonstrated leadership skills during training and implementing systems.  Collaborated with all Departments to ensure compliance within the QMS.

Experience:
	Quality Assurance Manager – Document Control Manager/eDMS Manager
03-2011- 05-2014	Enzymatics, Inc.	Beverly, MA
	Shared in the daily operations of 2 facilities in the Document Control Department and Document Control Personnel assuring all Company requirements are met per ISO 13485 processes and procedures
	Maintained QMS documents for day to day operations (Document Control, CAPA, Supplier
Management, Training, Audits)
	Ensured documents are controlled, current and reflect actual operations
	Championed continual improvement of systems, ensure continued compliance and regulations
	Involved in planning for integration of electronic QMS system
Worked with the QA Director on administrative functions
Authored new QMS documents
Teamed with safety assuring compliance of guidelines (OSHA)

	Quality Assurance Specialist
02-2011 - 03-2011 	Enzymatics, Inc.	Beverly, MA
	Maintained QMS documents for day to day operations (Document Control, CAPA, Supplier
Management, Training, Audits)
	Ensured documents are controlled, current and reflect actual operations
	Championed continual improvement of systems, ensure continued compliance and regulations
	Assisted in planning for integration of electronic QMS system
	Assisted QA Director on administrative functions
	Authored new QMS documents
	Teamed with safety assuring compliance of guidelines (OSHA)

	Quality Systems Contractor
12-2009 - 03-2010 	Acusphere, Inc.	Tewksbury, MA
	Involved in the downsizing of the Company
	Supervised the Documentation Department assuring all critical information was collected and sent to storage per SOP record retention procedures

	Document Control Supervisor
04-2008 - 03-2009 	Acusphere, Inc. 	Tewksbury, MA
	Prepared and managed documents and systems for Document Control
	Supervised Document Control personnel
	Developed, revised and implemented SOPs for the Documentation Department
	Established priorities, schedules and reports for direct reports in Department
	Responsible for training related to document control requirements
	Functional Administrator for LiveLink eDMS system to include testing, writing training procedures, and working with IT for future development of system
	Examined and reviewed all technical documents, manuals and software to assure accuracy
	Development and implementation of departmental budget requirements, schedules, and quality standards
		Interacted with management regarding implementation of changes and improvements to the document system
	Managed documents, providing quality guidance within required Departments to meet our
Company goal of a successful PAI (Pre-Application Inspection)
Worked with Regulatory Affairs during the submission of the NDA (New Drug Application)


		
	Worked with Compliance in the handling of ECO's, drawings,  OOS issues, CAPA, internal and external audits; Quality Microbiology in the handling of water batch and microbiology data and Quality Chemistry  in the handling of stability  and batch records

	Document Control Specialist II
03-2007 - 04-2008	Acusphere, Inc. 	Tewksbury, MA
	Document Control Administrator (Temporary position Acusphere, Inc.)
06-2006 - 03-2007 	Lighthouse Placement Service 	Haverhill, MA	 
	Involved with the daily operation of document control, answered and solved daily questions and problems utilizing strong written, verbal and interpersonal communication skills
	Ability to prioritize and complete multiple tasks and projects in an efficient, accurate manner
	Functional Administrator for LiveLink eDMS system to include testing, writing training procedures, and working with IT for future development of system
	Developed and maintained databases utilizing Microsoft Access for Document Control and other Departments requiring care, custody and control of documentation
	Developed and maintained company training file system and the training database
	Wrote, developed and processed SOPs to maintain a cGMP compliant system
	Maintained internal and external audit file information and histories
	Maintained and tracked SOPs, Material Specifications, Analytical Data, Technical Reports,
[bookmark: _GoBack]Protocols, Batch Records, Validation Reports, Stability Data, Quality Chemistry Data, and
Quality Microbiology Data in a current and retrievable manner
	Trained new QS Department personnel
	Worked with Managers and Regulatory Affairs for the retrieval of controlled documents for
NDA filing
	Updated and maintained training records and SOP documents utilizing Microsoft Office
Access
	FDA audit coordinator retrieving documents, setting schedules for audits
	Implemented and maintained database records to current specifications
		Worked with Department Manager to develop a system for the filing and retrieving of documents from the Document Control Room
	Administrator for Document Control Department

	Human Resources Representative (Temporary position Becton Dickenson)
04-2004 - 06-2005 	Pro-Staff Employment Service 	Burlington, MA 
	Web recruiting, interview set up, background checks
	General office duties
	Processed payroll utilizing SAP software
	Executive Assistant, Director of Human Resources- travel, expense accounts
	Created, maintained and implemented new ISO procedures for HR Department
	Developed new process for orientation presentation
	Employee Relations, Benefits, and Compensation
	Badge and Facility Coordinator
	Involved with I9 project, corrections, audit, and maintenance


Regional Service Manager
03-2001 - 04-2003 	MKS, Instruments, Inc. 	Methuen, MA
          Senior Customer Service Supervisor 
08-1999 - 03-2001	
Customer Service Administrator
 10-1994 - 08-1999
	· Service Revenue
	· Supervised Technicians
	· Supervised Customer Support

	· Created, implemented and trained on database software
	· Maintained ISO procedures for Department re-certifications
	· Managed and enforced company policies and procedures

	· Managed on-call 24 hour customer call center
	· Handled general office duties
	· Promoted to Key Account Manager for key accounts

	· IT backup for National Service Centers
	· Created and maintained ISO procedures for database
	· Responsible for Customer Support



Education:


April 2000- December 2000 Clark University	Woburn, Ma
	Certificate course - PC Service and Support Program

Middlesex Community College
	Business Courses towards an Associate’s Degree

Computer Skills:

LiveLink eDMS; MS-Word, Excel, PowerPoint and Access; Lotus Notes; AS-400; SAP; Adobe X Pro


