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Experienced Pharmaceutical/Medical Device Chemist working on MS in Regulatory Affairs
589 S. Rosehall Lane
Round Lake, IL 60073	
Telephone:  (847) 740-0402
sherase@yahoo.com
Profile:
Experienced Pharmaceutical and Medical Device Chemist, seeking new opportunities preferably in Regulatory, Compliance, Clinical, or Quality 
Education and Affiliations: 
North Eastern College of Professional Studies, Online, MS Regulatory Affair                                                  July 2014
Lewis University, Romeoville, IL BA Chemistry                                                                                                               May 2002

Project Management Training: 6s (sustain, support, straighten, sort, safety, shine) Bronze certification-2009 Kaizen Project-2007, Lean Six Sigma green belt certification-2005 

Technical Skills:
21 CFR 210(GMP Manufacturing of Drugs), 21 CFR 211(GMP for Finished Pharmaceuticals), 21 CFR 807 (Premarket Notification) 510 (k), 21 CFR 814 PMA(Premarket Approval), 21 CFR 820 Quality System Regulation, Device Master Record (DMR) 21 CFR 820.181, 21 CFR 820.100 Corrective Action Preventive Action(CAPA), 21 CFR 807.81 Modification to a marketed Device, 21 CFR 812 IDE, GLP, GCP, cGMP, ISO9000, FDA regulations, BLA, NDA, ANDA, Guidance Documents, SOP and SSOP operations.

Experiences:
SGS, Lincolnshire, IL                                                                                                                                           March 2012-Current
Wet Analyst II (Chemist II)
Provides knowledge and understanding of GMP, GLP, ISO requirements, and understanding of all general SOPs pertaining to the analytical services laboratory.
Performs quality control testing by following monographs: United States Pharmacopeia, Food and Chemical Codex, American Society for Testing and Materials, Japan Pharmacopeia, and European Pharmacopeia. 
Implements and develop guidelines for clients to ensure testing is following ICH and FDA regulations 21 CFR 210.

Baxter, Round Lake, IL                                                                                                                                    June 2008-March 2012
Quality Lab Associate II (Chemist II)
Investigated deviations and wrote exception documents for products that were performed incorrectly or Out Of Specification.
Performed laboratory and manufacturing audits and approved critical documents prior to releasing drugs.  
Provided knowledge, scientific expertise, and understanding of regulatory requirements and ICH regulations during various stages of drug development following 21 CFR 210, 21 CFR 211, 21 CFR 820.100.

RQA, Chicago, IL                                                                                                                                           November 2008-Current
Independent Contractor
Conducts Recalls, Withdrawals, and Quality Assurance Auditing of defected products.  
Provides RQA clients with facility auditing expertise and information they can utilize to improve their manufacturing process.
Provides strong communication and written abilities to RQA and its many customers.

Valspar, Wheeling, IL                                                                                                                	        January 2006-May 2008
Associate Chemist-R&D
Formulated new products to reduce cost send request for pilot to scale up and make batches before sending to production. 
Re-engineered interior paint products and make adjustments on surfactants, de-foamers, rheology, color, and polymers.


The Dial Corporation, Montgomery, Illinois                                                                                           March 2001-Feburary 2002
Lab Analyst
Performed analytical test on bi-products of soaps: fats, glycerin, and oils. Followed SOPs, EP, and OSHA regulations.

Computer Skills:
MS Office: Excel, Word, Power point, Outlook, Word Perfect, Isotrain, Internet, Sapphire LIMS, Win LIMS, BLIMS,
Lotus Notes, Millennium, Share point, Chemstation, Empower II, Prostar, Oracle, Optiva database and Atlas software.
