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Swissmedic eSubmissions platform

The eSubmissions platform is used for the electronic submission of applications for authorisation
or variations and the electronic delivery of correspondence from Swissmedic. The following func-

tions are currently available:

= Electronic submission of applications
Locally installed software is not required to submit applications in eCTD or eDok formats.
However, to upload documents, you will require Internet Explorer 10 or Firefox version 43
or higher. When you submit applications via the user-friendly and intuitive web application,
you will very quickly receive a response concerning your delivered data.

= Customised granting of permissions at preparation level
Using the platform, it is possible to grant permissions down to individual preparation level.
This lets you control who has access to what data.

= Application tracking
You can also find an overview of your applications currently being processed by Swiss-
medic. You can save the latest status for each application as a PDF file using the Export
function. There is also a new view that shows you the milestones for the next 30 days.

= Central inbox for mail from Swissmedic
The correspondence sent to you by Swissmedic can be retrieved from one central location
and can also be searched according to various filter criteria.

The eSubmissions platform is available in two variants:

=  “Fully electronic"
You submit your application documentation electronically and also receive all correspond-
ence from Swissmedic in electronic format. Decisions come with a legally valid digital sig-
nature.

= "Semi electronic™
Under this option, you also submit your application documentation via the platform and re-
ceive all correspondence that is not connected with official decisions electronically. Docu-
ments with the nature of an official decision, e.g. preliminary decisions, LoQ or official deci-

sions, will continue to be sent to you in paper form by post.
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Screenshot of the eSubmissions platform:
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Logout

Logged in as: Test Firma / R.Hediger

~
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Application Delivery
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To activate the new platform, simply return the required contract documents. By signing these documents

you accept the current user agreements, which you can order via our website: www.swissmedic.ch/gate-

order
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