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Dossier Managements

The Compliance Risk of Manual Document Management in
Pharma

INn the Pharma and Chemical industries, regulatory compliance hinges on timely and
accurate document submissions.

Yet many organizations still rely on folders, shared drives, and email chains to manage
critical documentation like ANDA files, Lab Development Reports (LDRs), and

deficiency responses.
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» Missed deadlines, version confusion, and lack of
traceability in interactions with global regulatory bodies. Fasias

PMSoft's Dossier Management System streamlines T
regulatory submissions with structured workflows, R mnml‘l
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enhancing speed, compliance, and accountability.

With our Dossier Management Module, you can:

e Digitally organize documents for ANDA, DMF, CTD
submissions and more

e Manage Lab Development Reports and regulatory
attachments with traceability

e Track submission status by country, region, or
regulatory body



About Us

At PMSoft, we bring decades of expertise

In Project, Program, and Product . .
Management to help organizations Tired of Chasing Documents When

transform the way they work. As trusted the Deadline Looms?
partners to the Pharma, Chemical, IT,

and Al domains, we deliver tailored
solutions in Training, Consultancy, and

Digitalization that empower leaders and o . o o
teams to achieve measurable results. Streamline Dossler Submissions and
Responses
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