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Are you looking to increase
efficiency in achieving IDMP

document and data
management?

More than an eCTD viewer

Seamlessly ensure IDMP compliance with global regulatory
experts & groundbreaking software.

Celegence uniquely combines operational and

strategic expertise with our exclusive cloud-based Dossplorefrl

dossier management solution, Dossplorer™, to

streamline your IDMP management process, as an

end-to-end service.

Flexible and forward
looking IDMP data

Create a flexible and forward looking IDMP data and process
process using our advanced technology - management
Dossplorer to build and manage dossiers and strategy.
eCTD data.

How can we support IDMP
with Dossplorer?

Dossplorer is our leading, dossier management solution
which allows you to share, view, review and analyze eCTD,
NeeS and other dossiers formats from any region and
access them from any location. Celegence’s experience in
regulatory operations and xEVMPD submissions enable
companies to prepare for all iterations of IDMP, using

Dossplorer as a ‘plug and play’ solution.

You quite simply tell us how many users you need, and
upload your dossiers or, we have people who can do it

for you.



Dossplorer Workflow for IDMP

Batch upload IDMP relevant registration dossiers in Dossplorer

Automatically upload eCTDs and other dossier formats quickly
| Skip individual source document collection from eDMS
Ll Enrich imported dossiers in Dossplorer and enrich metadata using bulk import through Excel

Import any file and folder structure

Full analytical capabilities using Dossplorer Power Search

Identify IDMP data efficiently through full text search, and power search to find and replace
data across all dossiers

Power Search through all dossier text using an advanced analytics engine to allow for instant
identification of relevant IDMP source data

Automatic indexing of content for all IDMP relevant source documents

Export search results automatically

Stay ‘in sync’ with IDMP relevant dossier update submissions

Receive automatic notifications on IDMP relevant document update

( ) Quickly compare documents using the cross-dossier view

Run a gap analysis across multiple files at once
Automatically compare document contents for efficient impact assessment on IDMP Data

Instant translation of national text, e.g. for SmPCs and PIL

— Allow for centralised data entry of IDMP information without the need for English
¢ translation or translation by local affiliates

Translate from any language to any language with 100+ languages supported

Moving forward Dossplorer will be kept up-to-date to view and process the DADI and IDMP
FHIR messages along with the corresponding eCTD dossiers.

IDMP and SPOR data will be extracted from the FHIR messages to enrich the regulatory
documents and applications in eCTD and boost the analytical capabilities of Dossplorer
Power Search.
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Sign-up today and you will be up and running next month. There is no need to

waste time going through your EDM system to collect files, just share copies of
your eCTDs and we will upload them into Dossplorer, so you have a repository .:. cele gence
of fully text searchable IDMP files.




