


Are you capable of making

requlatory submissions in
an eCTD format? - Medfiles is!

We are able to assist you in your electronic submissions.

Medfiles eCTD services

« Preparation of an eCTD application from your CTD format documents

+ Reformatting of your non-CTD format (e.g. NtA) application into a CTD format and
preparation of an eCTD

« Compilation of full dossiers/ individual modules / variations etc. in a CTD format and
preparation of an eCTD

- Preparation of an eCTD from your NeeS

- Product life cycle management of your eCTD format submissions within the eCTD tool.

In its regulatory submissions Medfiles utilises one of the most comprehensive
management softwares in the world - the LORENZ docuBridge®. Most of the current types
of paper / electronic documentation of CTD / NeeS may be built / validated / published /
managed / formatted / converted within the LORENZ docuBridge®.

Benefits

« Expertise in preparation of eCTD-format applications
+ Reduce your investment and personnel costs for eCTD
« Medfiles fulfills your individual needs and provides seamless collaboration.

. - satu.kujala@medfiles.fi or
Electronic Submissions
+358 50 577 9003.
www.medfiles.fi
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Medfiles fulfills your eCTD needs!




