Operational Qualification

Design Qualification
Performance Qualification

Migration Qualification

Traceability Matrix

Installation Qualification
SOPs for System Operation

Migration Plan
Training
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Validation Report

eeccccconca,,,
.

Tech. Design Specification
System Operation

Periodic Review

Configuration Specification
Retirement

Functional Risk Assessment

Functional Specification

User Requirement Specification
Validation Plan

High-Level Risk Assessment

Responsibility of

[ Manufacturer
I supplier

5 Manufacturer and Supplier

Supplier Qualification
Validation SOPs and Templates
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