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Profile — Mustafa Dinc | Dinc Consulting

Experienced consultant with over 24 years of professional expertise in Quality
Management, Regulatory Affairs, Risk Management, and Validation -
specialized in the medical device sector (active and passive devices,
software, IVD), automotive industry, and in-vitro diagnostics.

Core Competencies:

o Quality Management in accordance with FDA, ISO 13485, MDSAP, and
EU-MDR

o Regulatory Affairs & CAPA Management

e Risk Management (ISO 14971, ISO 31000)

« Vadlidation (IQ, OQ, PQ, Test Method Validation)

o Post-Market Surveillance (PMS, PSUR, Complaint Handling)

« Management of complex regulatory and technical projects

o Implementation of the German Supply Chain Due Diligence Act (LkSG)

o Leadership and intercultural collaboration

Industry Experience:

« Medical Devices (Class I-ll, active & passive, software)
« Automotive
e In-vitro Diagnostics

Key Strengths:

e Independent root cause analysis and implementation of solutions for
non-conformities

« Efficient CAPA processes, audit preparation, and support

« Translating regulatory requirements into technical solutions

o Development and implementation of best practices

o International project work with cross-functional teams

Languages:
German (native), Turkish (native), English (Upper Intermediate - Fluent)

IT Skills:
SAP, MS Project, Minitab, Tableau, Agile, Master Control, CAD, Project
Management

Academic Background:
e MBA in Compliance & Risk Management

Master's thesis on the German Supply Chain Due Diligence Act (LkSG)
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