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Certificate registration No.: 525502 MR2 
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Device family Device Class 

Probes and Electrodes Disposable stimulation probes 
Saxophone electrodes 

IIa, III 
IIa 

 Monopolar and bipolar needle electrodes IIa 
 Adhesive tube electrode IIa 
   
Devices and systems Neuromonitor AVALANCHE IIa 
 Neuromonitor AVALANCHE PLUS IIa 
 Twister MM IIa 
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Dr. Langer Medical GmbH 
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79183 Waldkirch 

Germany   

 

2024-06-20 

 

Notified Body Confirmation Letter 

Reference: 170774577 (NB 0297) & 170774576 (NB 0297) 

 

To whom it may concern, 

 

Confirmation of the status of a formal application, written agreement, and appropriate 

surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU) 

2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical 

devices and in vitro diagnostic medical device 

This letter confirms that, DQS Medizinprodukte GmbH, a Notified Body designated against 

Regulation (EU) 2017/745 (MDR) and identified by the number 0297 on NANDO, has 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 following manufacturer:  

 

Dr. Langer Medical GmbH  
 

Am Bruckwald 26 

79183 Waldkirch 

Germany 

SRN: DE-MF-000005524 

 

The devices covered by the formal application and the written agreement mentioned above are 

identified in the Tables listed below: Table 1 identifies the devices for which an MDR application 

has been received, written agreement concluded and for which DQS Medizinprodukte GmbH is 

also responsible for appropriate surveillance of the corresponding devices under the applicable 

Directive. Table 2 identifies the devices for which an MDR application has been received and a 

written agreement concluded, but DQS Medizinprodukte GmbH has not yet taken the  





 

 

 

 

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 and Basic 

UDI-DI (as proposed by 

the manufacturer 

within the application) 

MDR Device 

classification (as 

proposed by the 

manufacturer and 

verified at the pre-

application stage) 

If the MDR device is a 

substitute device, 

identification of the 

corresponding 

MDD/AIMDD device  

MDD/AIMDD 

Certificate 

Reference(s) of the 

devices under MDR 

application, and the 

NB Identification 

Einmal-

Stimulationssonden / 

Disposable 

Stimulation Probes 

04251807299029 

4251807299029X 

Class III N/A 170774577 (NB 0297) 

170774576 (NB 0297) 

Saxophonelektrode  / 

Saxophone electrode 

04251807299098 

425180729909AD 

Class IIa N/A 170774577 (NB 0297) 

 

 

 

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 and 

Basic UDI-DI (as 

proposed by the 

manufacturer within 

the application) 

MDR Device 

classification (as 

proposed by the 

manufacturer and 

verified at the pre-

application stage) 

If the MDR device is a 

substitute device, 

identification of the 

corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the 

devices under MDR 

application, and the NB 

Identification 

N/A N/A N/A N/A 
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version of the letter 

Action 

06.05.2024 

Rev. 20.06.2024 

Cert-ID: 170774577 & 

170774576   

 

Initial issue 

 


