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Our company is searching for experienced candidates for the position of quality
specialist senior. If you are looking for an exciting place to work, please take a look
at the list of qualifications below.

Responsibilities for quality specialist senior

e Develop and deliver quality systems training

e Use prior experiences to help problem solve, search and apply solutions

e Develop internal quality self-assessment program and internal auditors

e Manage Quality Incident reporting and CAPA system to prioritize and ensure
follow up on corrective and preventive action plans

e Complete work according to established priorities to assure deliverables
meet requirements

e Develop and implement plant quality systems, provide coaching and
guidance to Operations and R&D on system requirements and strategies to
manage compliance

e Proficiency in using software systems such as

e Experience in writing and revising procedural documents, troubleshooting
and root cause investigation

 File and archive documents owned by QA, and provide timely documentation
& training support during the preparation for and execution of external
audits

e Escalation of complaints and assist in complaint investigations as required

Qualifications for quality specialist senior
e Bachelor’s degree in Biology, Chemistry, Microbiology, or related field and at

least three years of technical experience working in the laboratory, or an

Associate’s degree with commensurate experience



Review the functional test cases written by the test engineers to make sure
there is adequate test coverage

Broad knowledge and experience performing assays used to assess the
quality of biopharmaceuticals, including HPLC, SDS-PAGE, CE

Proven ability to establish collaborative working relationships

Maintain productive relationship and open communication with QC, Supply
Operations, Regulatory, Manufacturing, Product Development, Research and
Development, Project Teams, and Clinical Research/Operations



