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To whom it may concern
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Munich, 28.04.2020

Statement
concerning registration No. in
German DIMDI System

Together with this statement, please
receive the notification document
which indicates your device has been
nofified in German Institute of Medical
Documentation and Information
(DIMDI) system. Til now, relevant
regulatory requirements have been
fulfilled, and the device can be putinto
service in Europe. MedPath wishes you
success in business!

Please note that at this point in time,
the registration number on the first
page of this notification document, is
not available yet. However, this
registration number is NOT related to
market entrance permission in Europe.
With the nofification document (even
no registration number on it yet), the
respective product can already be put
into service in Europe, according to
German Act on Medical Devices
(MPG)§25, and German Institute of
Medical Documentation and
Information Ordinance (DIMDIV)§2.
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( https://www.dimdi.de/dynamic/en/medical

-devices/database-search/index.html)
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The German Competent Authority will
assign a registration number to this
notification, so that it can be retrieved
in another digital system used by the
European Competent Authorities and
DIMDI system, within several days up to
months. After this registration number is
available, MedPath will send you the
updated nofification document (with
the registration number onit) as soon as
possible. Again, you do not have to
wait for this registration number to
initiafe sales in Europe.

After the registration number is
assigned, the nofification can be
retieved in DIMDI system against
payment for customers within EU.
(https://www.dimdi.de/dynamic/en/medical

-devices/database-search/index.html)

Please be aware that this notification

document is important for
communication with the Competent
Authorities. Before the registration

number is assigned, please use the 8-
digit "Formularnummer” (form number)
for identification of the nofification.

If you have any further questions,
please feel free to contact MedPath.
You may also contact our responsible
Competent Authority. You can find the
contactinformation on the first page of
the notification document.
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