Our Expertise

N

Regulatory

Operations

*Worldwide Regulatory Strategies
*Submissions (IDE, PMA, 510K, Dossiers, NDA & IND)
*Notified Body Certifications
«International Registrations

+Clinical and Post Market Studies

*Process and Product Validation
*Manufacturing Process
*Equipment Validations

*Supply Chain Management

Quality
Assurance

*R&D New Product Development
*Supplier Qualification and Auditing
*CAPA Investigation and Documentation
*Quality Systems Implementation

« Sterilization Sciences

*Change Management

*Process Control Automation
*Packaging Engineering

*Process Excellence Methodologies
*Lean/Six Sigma

*PMO Structure Setup

*Project Controls

*Tool Implementation (RADIO, Project Charter)
+Project Schedule Generation and Update
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Contact Us
Lourdes Cordeiro Alina Caraballo
Director of New Business Development Chief Executive Officer
Office: 305.815.9315 Office: 305.204.2471
Cell: 650.872.9066 Cell: 305.724.5939

Email: Lourdes@CaraballoConsulting.com Email: Alina@CaraballoConsulting.com
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