. +353-1-912-5250

COMBINATION
PRODUCTS

ADVANCE. CONFIDENTLY.

> Harmonisation of Drug/
Biologic - Device Development

> Quality Management Systems
Assessment to 21CFR Part 4

> EU MDR Requirements

> Regulatory Citation Response
and Remediation

> Design History File Remediation

> Regulatory Submissions
(i.e. 510K, NDA/BLA)

A
Lachman®

CONSULTANTS
(IRELAND)

Experience. Excellence.”

> Design Control Remediation
> Premarket Approval (PMA)
2 Preparation for Application

> Scientific and Analytical
Development and Support

> Product Development
and Optimisation

> Supplier Quality Audits

> Due Diligence Assessments

¥ query@lachmanconsultants.com @ lachmanconsultants.ie
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