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 Review Process

* Introduction to docuBridge

e docuBridge Explorer

e The Submission Workbench
 The Navigation Bar
 Reviewing Submissions

e Audit Trail Report
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The world’s most advanced multi-user
eSubmission production and management system.
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Submission Workbench
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Concerning chemical pharmaceutical and biological documentation for chemical active
substance(s) and biological medicinal products

The principle of GMP and the detailed guidelines are applicable to all operations which require
the authorization referred to in Article 40 of Directive 2001/83/EC as modified. They are also
relevant for all other large scale pharmaceutical manufacturing processes, such as that
undertaken in hospitals, for the preparation of products for use in clinical trials, and for
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Audit Trail Report
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