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TÜV SÜD Product Service GmbH

Confirmation Letter 

CL 093318 001  Rev. 00 

Reference: 200130013780 

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the 
following referenced as MDR) as regards the transitional provisions for certain medical devices 
and in vitro diagnostic medical devices.

With this letter TÜV SÜD Product Service GmbH, designated under MDR and identified by the number 
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3, 
first subparagraph of Annex VII of MDR and has signed a written agreement in accordance with Section 
4.3, second subparagraph of Annex VII of MDR with the above stated manufacturer with the following 
SRN Number: 

SRN Number: SG-MF-000012053

The devices covered by the formal application and the written agreement mentioned above are identified 
in the Tables below. 

- Table 1 identifies the devices for which an MDR application has been received, written agreement con-
cluded and for which TÜV SÜD Product Service GmbH is also responsible for appropriate surveillance of
the corresponding devices under the applicable Directive
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Table 1: Devices covered by this letter and for which TÜV SÜD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

Device name or Basic 
UDI-DI (under MDR ap-
plication)

MDR Device classification (as 
proposed by the manufacturer 
and verified during application 
review)

If the MDR device is a 
substitute device, iden-
tification of the corre-
sponding MDD/AIMDD 
device 

MDD/AIMDD Certificate Ref-
erence(s) of the devices un-
der MDR application, and the 
NB Identification

Vivinex™ Impress™
(XY1-EM)

BUDI: 
4547480VIVIMP7M

Class III

Class IIb implantable (non-ex-
empted)

Class IIb / Class IIb implantable 
(exempted)

Class IIa

Class I devices in sterile condi-
tion

Class I devices with measuring 
function

Class III implantable custom-
made-device

N/A

or 

Identification of the 
corresponding device un-
der MDD/AIMDD

Individual Article number:

Certification as follows:

G1 095857 0017 Rev. 00

(GCQ 093318 0007 Rev. 00)

NB: 0123 (TÜV SÜD Product 
Service GmbH)

or

Evidence that a competent 
authority of a Member State 
had granted acc. MDR, Art.59 
(1) or Art.97 (1)

Table 2: Devices covered by this letter and for which TÜV SÜD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

Device name or Basic 

UDI-DI (under MDR ap-

plication)

MDR Device classifica-

tion (as proposed by the 

manufacturer and veri-

fied during application 

review)

If the MDR device is a substi-

tute device, identification of 

the corresponding 

MDD/AIMDD device 

MDD/AIMDD Certificate Ref-

erence(s) of the devices un-

der MDR application, and the 

NB Identification

Not applicable N/A N/A N/A
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