




bsi. 
Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate 
surveillance of the corresponding devices under the applicable Directive: 

Device name or Basic MDR Device classification If the MDR device is a MDD/ AIMDD Certificate
UDI-DI (under MDR ( as proposed by the substitute device, Reference(s) of the
application) manufacturer and verified identification of the devices under MDR

at the pre-application corresponding application, and the NB
stage) MDD/AIMDD device Identification

XRayTubeRADSN Class Ilb excluding Class Ilb N/A \ CE 00999; NB Number: 2797 

0854344007 
implantable non-WET 

XRayTubeCTGL Class Ilb excluding Class Ilb N/A - CE 00999; NB Number: 2797 

0854344007 
implantable non-WET 

' 
XRayTubeMAMMOBH Class Ilb excluding Class Ilb N/A "' ••••· .... CE 00999; NB Number: 2797 

0854344007 
implantable non-WET 

J / \,_ ·, .. '
lmg_ReceptorSJM Class Ila / N/A ' ' CE 00999; NB Number: 2797 

0854344007 
\ 

lmg_ReceptorPJF Class Ila N/A CE 00999; NB Number: 2797 

0854344007 
....... ' \ 

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate 
surveillance of the corresponding devices under the applicable Directive: 

Device name or Basic
UDI-DI (under MDR
application)

N/A 

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

N/A 

Confirmation Letter Revision History 

,___I Dat
_
e 

---� J Action

I 2023/12/21 r Initial issue 

BSI Group The Netherlands B.V. 
Say Building 
John M. Keynesplein 9, 1066 EP 
Amsterdam, The Netherlands 

bsigroup.com 
bsigroup.nl 
T: +31 20 346 0780 

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

N/A 

MDD/ AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

N/A 

BvRoyalCharter 
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