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Device name and MDR Device
classification (as

Basic UDI-DI (under
MDR application) proposed by the
manufacturer and
verified at the pre-
application stage)

NA NA

Confirmation Letter Revision History

Date NB internal
reference traceable
to each version of
the letter

2024/06/06 C684827

conditions

Lack of fulfilment of
der this letter of confirmation
the requirements of Regul

design or intended purpos

system affecting production.
n the timeframe.

The following may ren
Lack of compliance to

L

. Significant changes to
Changes in the quality

Periodical audits not held withi

Table 2: Devic i
Uit su‘;‘je‘;ﬁ;ﬁzdot;){ hth-s letter and for which the NB is NOT responsible for
e corresponding devices under the applicable Directive:

If the MDR device is MDD Certificate
a substitute device, Reference(s) of the
identification of the devices under MDR
corresponding MDD application, and the
NB Identification

device
NA

NA
Action
Initial issueé

invalid:
ation (EU) 2023/607.
e of the devices.
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