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TÜV SÜD Product Service GmbH 

Confirmation Letter  
CL 015373 0003 Rev. 01 

 
Reference: 713360866 
 
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: DE-MF-000005498 
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.  

- Table 2 identifies the devices for which an MDR application has been received and a written agreement 
concluded, but TÜV SÜD Product Service GmbH has not yet taken the responsibility for appropriate surveil-
lance of the corresponding devices under the applicable Directive.  

 
If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC 
(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this 
letter also confirms that  
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- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or  
- provided evidence that a competent authority of a Member State had granted a derogation or exemption 

from the applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article 
97(1) of the MDR respectively. 

 
The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this 
letter, subject to the manufacturer’s continued compliance to the other conditions specified in Article 120 
(3c) of MDR, are shown below: 

• 26 May 2026 for Class III custom-made implantable devices  
• 31 December 2027 for Class III devices and Class IIb implantable devices (except sutures, staples, dental 

fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors) 
• 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in sterile 

condition, measuring function 
• 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it 

under MDR (e.g., class I devices that qualify as re-usable surgical instruments) 
 
We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation 
letter according to effort. 

 

For confirmation letter validity see www.tuvsud.com/ps-cert?q=cert:CL 015373 0003 

  

In case of inquiries please contact medical_devices@tuvsud.com. 

 
On behalf of the Notified Body TÜV SÜD Product Service GmbH, 
2025-05-30 
 
TÜV SÜD Product Service GmbH  
Medical and Health Services 
 

 TÜV SÜD Product Service GmbH  
Medical and Health Services 
 

Nico Bartholome 
Conformity Assessment Responsible (CARE) 
 

 Dr. Frank Jung 
Application Reviewer 
 

  

Frank Jung (30. Mai 2025 14:13 GMT+2)

http://www.tuvsud.com/ps-cert?q=cert:CL%20015373%200003
mailto:medical_devices@tuvsud.com
http://www.tuvsud.com/ps-cert?q=cert:CL%20015373%200003
mailto:medical_devices@tuvsud.com
https://tuev-sued.eu1.adobesign.com/verifier?tx=CBJCHBCAABAA5go6wHAH6M_cVf5IjDaCLcLbLgFCgMPi
https://tuev-sued.eu1.adobesign.com/verifier?tx=CBJCHBCAABAA5go6wHAH6M_cVf5IjDaCLcLbLgFCgMPi
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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 application) 

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

If the MDR device is a sub-
stitute device, identification 
of the corresponding 
MDD/AIMDD device 

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

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade19cm; 
Spitze 1mm; stumpf 

20195-000 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewinkelt19cm; 
Spitze 1mm; stumpf 

20195-001 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett19cm; 
Spitze 1mm; stumpf 

20195-002 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade15cm; 
Spitze 0,7mm; fein 

20195-005 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette;  bajonett 19cm; 
0,7mm; spitz; n. o. abgew. 

20195-006 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewinkelt19cm; 
Spitze 2mm; stumpf 

20195-007 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett19cm; spitz 

20195-008 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett19cm; 
Spitze 1,2mm; stumpf 

20195-009 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade16,5cm; 
Spitze 1 mm; stumpf 

20195-010 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade16,5cm; 
spitz 

20195-011 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewin-
kelt16,5cm; spitz 

20195-013 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewin-
kelt16,5cm; Spitze 1mm; stumpf 

20195-014 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gebogen16,5cm; 
Spitze 0,4mm;sehr fein 

20195-015 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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 ☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gebogen16,5cm; 
spitz 

20195-016 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett16,5cm; 
spitz 

20195-017 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett16,5cm; 
Spitze 1mm; stumpf 

20195-018 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade10,5cm; 
spitz 

20195-019 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade10,5cm; 
Spitze 0,5mm; fein 

20195-020 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewin-
kelt10,5cm; Spitze 0,5mm; fein 

20195-021 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; kurz ab-
gew.10,5cm; spitz 

20195-022 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewin-
kelt10,5cm; spitz 

20195-023 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Bipolare Pinzette; bajonett19cm; 
Spitze 1,2mm; stumpf 

20195-026 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade14,5cm; 
Spitze 2mm; stumpf 

20195-027 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade16,5cm; 
Spitze 2mm; stumpf 

20195-028 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade19cm; 
Spitze 2mm; stumpf 

20195-029 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade22,5cm; 
Spitze 2mm; stumpf 

20195-030 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 



Page 9 of 74 

 

☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett23cm; 
Spitze 1,2mm; stumpf 

20195-031 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett25cm; 
Spitze 1,2mm; stumpf 

20195-032 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett16,5cm; 
Spitze 0,4mm;sehr fein 

20195-033 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett19cm; 
Spitze 2mm; stumpf 

20195-034 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 



Page 10 of 74 

 

☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gebogen10,5cm; 
Spitze 0,5mm; fein 

20195-035 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewin-
kelt16,5cm; Spitze 0,4mm;sehr fein 

20195-036 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade19cm; spitz 

20195-037 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade14,5cm; 
Spitze 1mm; stumpf 

20195-038 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Bipolare Pinzette; gerade16,5cm; 
Spitze 1mm; stumpf 

20195-039 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade19cm; 
Spitze 1mm; stumpf 

20195-040 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade22,5cm; 
Spitze 1mm; stumpf 

20195-041 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett25cm; 
Spitze 0,3mm; sehr fein 

20195-042 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett25cm; 
Spitze 0,7mm; fein 

20195-043 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett23cm; 
Spitze 0,3mm; sehr fein 

20195-044 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett23cm; 
Spitze 0,7mm; fein 

20195-045 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade19cm; 
stumpf 2,2mm; geriffelt 

20195-057 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewinkelt19cm; 
stumpf 2,2mm; geriffelt 

20195-058 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett19cm; 
stumpf 2,2mm; geriffelt 

20195-059 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett23cm; 
Spitze 1,2mm; stumpf 

20195-063 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; kurz ab-
gew.22,5cm; Spitze 0,7mm; fein 

20195-064 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; kurz abgew.19cm; 
Spitze 0,7mm; fein 

20195-065 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 



Page 14 of 74 

 

Bipolare Pinzette; kurz ab-
gew.16,5cm; Spitze 0,7mm; fein 

20195-066 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade19cm; 
stumpf 1,1mm; geriffelt 

20195-098 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewinkelt18cm; 
Spitze 2mm; stumpf 

20195-101 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewinkelt24cm; 
stumpf 2,2mm; geriffelt 

20195-107 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade30cm; 
Spitze 2mm; stumpf 

20195-109 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade26 cm; 
Spitze 2mm; stumpf 

20195-110 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett 19cm; 
0,7mm; spitz; n.u.abgew. 

20195-164 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett23cm; 
Spitze 1,2mm; n.u.abgew. 

20195-167 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett25cm; 
Spitze 1,2mm; n.u.abgew. 

20195-168 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett25cm; 
Spitze 1,2mm; n.o.abgew. 

20195-169 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewinkelt 19cm; 
Spitze 1,0mm; stumpf 20195-490 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett 19cm; 
Spitze 1,0mm; stumpf 

20195-491 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; abgewinkelt 19cm; 
Spitze 2,0mm; stumpf 

20195-492 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 



Page 17 of 74 

 

Bipolare Pinzette; abgewinkelt 
16,5cm; Spitze 1,0mm; stumpf 

20195-493 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett 16,5cm; 
Spitze 1,0mm; stumpf 

20195-494 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; bajonett 19cm; 
Spitze 2,0mm; stumpf 

20195-495 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade 25cm; 
Spitze 2,2mm; geriffelt 

20195-498 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette; gerade 30cm; 
Spitze 2,2mm; geriffelt 

20195-499 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
12cm; spitz 0,2mm 

20195-501 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
12cm; sehr fein 0,4mm 

20195-502 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
12cm; fein 0,7mm 

20195-503 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
12cm; 0,7mm; gewinkelt 

20195-504 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
18,5cm; spitz 0,2mm 

20195-505 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
18,5cm;sehr fein 0,4mm 

20195-506 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
18,5cm; fein 0,7mm 

20195-507 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
18,5cm; stumpf 1,0mm 

20195-508 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Bipolare Pinzette Premiumgerade; 
18,5cm;1,0mm;gewinkelt 

20195-509 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
20cm; spitz 0,2mm 

20195-510 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
20cm; sehr fein 0,4mm 

20195-511 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
20cm; stumpf 1,0mm 

20195-512 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
20cm; 1,0mm; gewinkelt 

20195-513  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
20cm; 2,0mm; gewinkelt 

20195-514  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
23cm; stumpf 2,0mm 

20195-515  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
26cm; 1,0mm; gewinkelt 

20195-516  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premium gerade; 
26cm; 2,0mm; gewinkelt 

20195-517  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumgerade; 
28cm; stumpf 2,0mm 

20195-518  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajo-
nett;15,5cm;spitz 0,2mm 

20195-531  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
15,5cm; s.fein 0,4mm 

20195-532  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
15,5cm; fein 0,7mm 

20195-533  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Bipolare Pinzette Premiumbajonett; 
17cm; spitz 0,2mm 

20195-534  

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
17cm; stumpf 1,0mm 

20195-535  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
20cm;sehr fein 0,4mm 

20195-536  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
20cm; fein 0,7mm 

20195-537  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
20cm; stumpf 1,0mm 

20195-538  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
20cm; stumpf 1,2mm 

20195-539  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
20cm; stumpf 2,0mm 

20195-540  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumba-
jon.;20cm;1,2mm;n.u. gewink. 

20195-541  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumba-
jon.;20cm;1,2mm;n.o. gewink. 

20195-542  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
23cm; spitz 0,2mm 

20195-543  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
23cm;sehr fein 0,4mm 

20195-544  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
23cm; fein 0,7mm 

20195-545  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
23cm; stumpf 1,0mm 

20195-546  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Bipolare Pinzette Premiumbajonett; 
23cm; stumpf 1,2mm 

20195-547  

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumba-
jon.;23cm;0,7mm;n.o. gewink. 

20195-548  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumba-
jon.;23cm;1,2mm;n.o.gewink. 

20195-549  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumba-
jon.;23cm;0,7mm;n.u. gewink. 

20195-550  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
25cm; spitz 0,2mm 

20195-551  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
25cm;sehr fein 0,4mm 

20195-552  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
25cm; fein 0,7mm 

20195-553  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
25cm; stumpf 1,0mm 

20195-554  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
25cm; stumpf 1,2mm 

20195-555  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumba-
jon.;25cm;0,7mm;n.o. gewink. 

20195-556  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
17cm; fein 0,7mm 

20195-557  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premiumbajonett; 
25cm; stumpf 2,0mm 

20195-558  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premium bajonett; 
17cm; stumpf 2,0mm 

20195-559  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-RU-T6 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 



Page 29 of 74 

 

Bipolare Pinzette Premium bajonett; 
20cm; spitz 0,2mm 

20195-560  

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Bi-Forceps-RU-T6 

Bipolare Pinzette Premium bajonett; 
23cm; stumpf 2,0mm 

20195-561  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-Irr-MP 

Bipolare Spülpinzette; gerade20cm; 
Spitze 1,5mm; stumpf 

20195-150 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Bi-Forceps-Irr-MP 

Bipolare Spülpinzette;bajonett20cm; 
Spitze 0,5mm; fein 

20195-151 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-Irr-MP 

Bipolare Spülpinzette;bajonett20cm; 
Spitze 1mm; stumpf 

20195-152 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Bi-Forceps-Irr-MP 

Bipolare Spülpinzette;bajonett23cm; 
Spitze 0,5mm; fein 

20195-153 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Bi-Forceps-Irr-MP 

Bipolare Spülpinzette;bajonett23cm; 
Spitze 1mm; stumpf 

20195-154 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147ECO-LINE-Handle-QE 

ECO-LINE ElektrodengriffI 2,35 mit 2 
Tasten, L 4m 

20190-111 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147ECO-LINE-Handle-QE 

ECO-LINE ElektrodengriffI 2,35 mit 
Wippschalter, L 4m 

20190-112 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Handel-HF-92 

Elektrodengriff  E / I 42 Tasten; ohne 
Kabel 

20190-045 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Handel-HF-92 

Elektrodengriff I 42 Tasten; 3-Pin Ste-
cker; L 4 m 

20190-062 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Handel-HF-92 

Slim-Line Elektrodengriff E 42 Tas-
ten; MO 9/5; L 4 m 

20190-065 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Handel-HF-92 

Slim-Line Elektrodengriff I 42 Tasten; 
3 Pin Stecker; L 4 m 

20190-066 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Handel-HF-92 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Slim-Line Elektrodengriff I2,42 Tas-
ten; 3 Pin Stecker; L 4 m 

20190-067 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Handel-HF-92 

Slim-Line Elektrodengriff E 4mit 
Wippe; MO 9/5; L 4 m 

20190-074 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Handel-HF-92 

Slim-Line Elektrodengriff I 4m.Wippe; 
3 Pin Stecker; L 4 m 

20190-075 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Handel-HF-92 

Slim-Line Elektrodengriff 
I2,4m.Wippe; 3 Pin Stecker; L 4 m 

20190-076 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Handel-HF-92 

Slim-Line Elektrodengriff E 470 mm; 
mit Wippe; MO 9/5; L 4m 

20190-090 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Handel-HF-92 

Slim-Line Elektrodengriff I 470mm; 
m/W; 3 Pin Stecker; L 4m 

20190-093 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Handel-HF-92 

Slim-Line ElektrodengriffE 2,35; mit 
Wippe; L 4 m 

20190-104 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Handel-HF-92 

Slim-Line ElektrodengriffE 2,35; mit 2 
Tasten; L 4 m 

20190-105 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 3,4x24mmgerade; 
L 45mm;  ø 4mm 

21191-000 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 1,5x17mmgerade; 
L 40mm; ø 4mm 

21191-001 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 3x24mmgerade; L 
45mm; ø 4mm 

21191-002 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 3x24mmgerade; L 
60mm; ø 4mm 

21191-003 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 3x24mmgerade; L 
60mm; ø 4mm 

21191-004 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Spatelelektrode; 1,7x6mmgerade; L 
50mm; ø 4mm 

21191-005 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2x18mmgerade; L 
45mm; ø 4mm 

21191-006 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2x6mmgerade; L 
45mm; ø 4mm 

21191-007 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 1,5x17mmgebo-
gen; L 30mm; ø 4mm 

21191-008 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 3x24mmgebogen; L 
40mm; ø 4mm 

21191-009 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 2,4x12mmgerade; 
L 120mm; ø 4mm 

21191-010 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 2,4x12mmgebo-
gen; L 115mm; ø 4mm 

21191-011 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x22mmgerade; 
L 40mm; ø 4mm 

21191-012 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x29mmgerade; 
L 65mm; ø 4mm 

21191-013 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x20mmgebo-
gen; L 35mm; ø 4mm 

21191-015 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode Wolfr.; 0,5x3mmge-
rade; L 40mm; ø 4mm 

21191-016 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode Wolfr.;  0,5x3mmge-
bogen; L 35mm; ø 4mm 

21191-017 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode Wolfr.; 0,5x3mmge-
rade; L 55mm; ø 4mm 

21191-018 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Nadelelektrode Wolfr.; 0,5x3mmge-
bogen; L 55mm; ø 4mm 

21191-019 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x15mmgerade; 
L 120mm; ø 4mm 

21191-020 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x10mmgebo-
gen; L 120mm; ø 4mm 

21191-021 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 2mmgerade; L 
40mm;  ø 4mm 

21191-023 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 4mmgerade; L 
40mm;  ø 4mm 

21191-024 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 6mmgerade; L 
40mm;  ø 4mm 

21191-025 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 2mmgebogen; L 
35mm;  ø 4mm 

21191-026 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 4mmgebogen; L 
35mm;  ø 4mm 

21191-027 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 4mmgerade; L 
110mm; ø 4mm 

21191-028 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 6mmgerade; L 
115mm; ø 4mm 

21191-029 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 2mmgebogen; L 
115mm; ø 4mm 

21191-030 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 4mmgebog.; isol.; 
L 115mm; ø 4mm 

21191-031 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 8mmgebogen; L 
190mm; ø 4mm 

21191-032 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Kugelelektrode; ø 10mmgebogen; L 
190mm; ø 4mm 

21191-033 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 8mmgebogen; L 
240mm; ø 4mm 

21191-034 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Drahtschlingenelektrode; ø 6mmge-
rade; L 40mm;  ø 4mm 

21191-035 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Drahtschlingenelektrode; ø12mmge-
rade; L 40mm;  ø 4mm 

21191-036 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Drahtschlingenelektrode; ø16mmge-
rade; L 40mm;  ø 4mm 

21191-037 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Bandschlingenelektrode; ø 12mmge-
rade; L 40mm; ø 4mm 

21191-038 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Bandschlingenelektrode; ø 16mmge-
rade; L 40mm;  ø 4mm 

21191-039 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Drahtschl.-Elek. Wolfr.; ø5mmgerade; 
L 105mm; ø 4mm 

21191-040 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Drahtschl.-Elek. Wolfr.; ø10mmge-
rade; L 105mm; ø 4mm 

21191-041 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; ø10mmge-
rade; L 130mm; ø 4mm 

21191-042 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; ø15mmge-
rade; L 135mm; ø 4mm 

21191-043 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; ø20mmge-
rade; L 140mm; ø 4mm 

21191-044 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; ø25mmge-
rade; L 145mm; ø 4mm 

21191-045 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Schlingenelektr. Wolfr.; ø25mmge-
rade; L 145mm; ø 4mm 

21191-046 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; 10x12mmge-
rade; L 135mm; ø 4mm 

21191-047 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; 15x20mmge-
rade; L 140mm; ø 4mm 

21191-048 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; 6x15mmge-
rade; L 125mm; ø 4mm 

21191-049 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; ø30mmgerade; 
L 150mm; ø 4mm 

21191-050 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x12mmgebo-
gen; L 45mm; ø 4mm 

21191-051 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; L 
120mm; ø 4mm 

21191-053 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgebogen; 
L 115mm; ø 4mm 

21191-054 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; 
isol.; L 120mm; ø 4mm 

21191-055 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,4x12mmgerade; L 
120m; ø 4mm 

21191-056 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; L 
180mm; ø 4mm 

21191-057 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; L 
180mm; ø 4mm 

21191-058 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; L 
45mm; ø 4mm 

21191-059 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Spatelelektrode; 2,3x19mmgebogen; 
L 40mm; ø 4mm 

21191-060 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; 
isol.; L 45mm; ø 4mm 

21191-061 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgebogen; 
isol.; L 40mm; ø 4mm 

21191-062 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 3mmgerade; L 
40mm; ø 4mm 

21191-063 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 5mmgerade; L 
40mm; ø 4mm 

21191-064 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 3mmgerade; L 
110m; ø 4mm 

21191-065 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 5mmgerade; L 
110m; ø 4mm 

21191-066 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; 5x5mmge-
rade; L 125mm; ø 4mm 

21191-067 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x22mmgerade; 
isol.; L 40mm; ø 4mm 

21191-068 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x15mmgerade; 
isol.; L 115mm; ø 4mm 

21191-069 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x15mmgerade; 
L 180mm; ø 4mm 

21191-070 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x17mmgerade; 
L 35mm; ø 4mm 

21191-071 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 3,4x18mmgerade; 
L 40mm; ø 4mm 

21191-072 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kleines Chirurgiebesteck ø 4mm 

☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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21191-080 ☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Großes Chirurgiebesteck ø 4mm 

21191-081 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 3,4x24mmgerade; 
L 45mm; ø 2,4mm 

21191-100 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 1,5x17mmgerade; 
L 40mm; ø 2,4mm 

21191-101 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 3x24mmgerade; L 
45mm; ø 2,4mm 

21191-102 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 



Page 51 of 74 

 

☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 3x24mmgerade; L 
60mm; ø 2,4mm 

21191-103 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2x18mmgerade; L 
80mm; ø 2,4mm 

21191-104 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 1,7x6mmgerade; L 
50mm; ø 2,4mm 

21191-105 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2x18mmgerade; L 
45mm; ø 2,4mm 

21191-106 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2x6mmgerade; L 
45mm; ø 2,4mm 

21191-107 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 1,5x17mmgebo-
gen; L 30mm; ø 2,4mm 

21191-108 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 3x24mmgebogen; L 
40mm; ø 2,4mm 

21191-109 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 2,4x12mmgerade; 
L 120mm; ø 2,4mm 

21191-110 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Messerelektrode; 2,4x12mmgebo-
gen; L 115mm; ø 2,4mm 

21191-111 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x22mmgerade; 
L 40mm; ø 2,4mm 

21191-112 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x29mmgerade; 
L 65mm; ø 2,4mm 

21191-113 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x20mmgebo-
gen; L 35mm; ø 2,4mm 

21191-115 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode Wolfr.; 0,5x3mmge-
rade; L 40mm; ø 2,4mm 

21191-116 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode Wolfr.; 0,5x3mmge-
bogen; L 35mm; ø 2,4mm 

21191-117 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode Wolfr.; 0,5x3mmge-
rade; L 55mm; ø 2,4mm 

21191-118 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode Wolfr.; 0,5x3mmge-
bogen; L 55mm; ø 2,4mm 

21191-119 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x15mmgerade; 
L 120mm; ø 2,4mm 

21191-120 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 



Page 55 of 74 

 

☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x10mmgebo-
gen; L 120mm; ø 2,4mm 

21191-121 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 2mmgerade; L 
40mm; ø 2,4mm 

21191-123  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 4mmgerade; L 
40mm; ø 2,4mm 

21191-124  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 6mmgerade; L 
40mm; ø 2,4mm 

21191-125  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Kugelelektrode; ø 2mmgebogen; L 
35mm; ø 2,4mm 

21191-126  

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 4mmgebogen; L 
35mm; ø 2,4mm 

21191-127  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 4mmgerade; L 
110m; ø 2,4mm 

21191-128  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 6mmgerade; L 
115mm; ø 2,4mm 

21191-129  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 2mmgebogen; L 
115mm; ø 2,4mm 

21191-130  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 4mmgebog.; isol.; 
L115mm; ø2,4mm 

21191-131  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 8mmgebogen; L 
190mm; ø 2,4mm 

21191-132  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 10mmgebogen; L 
190mm; ø 2,4mm 

21191-133  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 8mmgebogen; L 
240mm; ø 2,4mm 

21191-134  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Drahtschlingenelektrode; ø 6mmge-
rade; L 40mm; ø 2,4mm 

21191-135  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Drahtschlingenelektrode; ø12mmge-
rade; L 40mm; ø 2,4mm 

21191-136  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Drahtschlingenelektrode; ø16mmge-
rade; L 40mm; ø 2,4mm 

21191-137  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Bandschlingenelektrode; ø 12mmge-
rade; L 40mm; ø 2,4mm 

21191-138  

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Bandschlingenelektrode; ø 16mmge-
rade; L 40mm; ø 2,4mm 

21191-139  

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Mo-Elektrode-RU-YM 

Drahtschl.-Elek. Wolfr.; ø5mmgerade; 
L 105mm; ø 2,4mm 

21191-140 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; ø10mmge-
rade; L 130mm; ø 2,4mm 

21191-142 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; ø15mmge-
rade; L 135mm; ø 2,4mm 

21191-143 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; ø20mmge-
rade; L 140mm; ø 2,4mm 

21191-144 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Schlingenelektr. Wolfr.; ø25mmge-
rade; L 145mm; ø 2,4mm 

21191-145 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; 10x15mmge-
rade; L 135mm; ø 2,4mm 

21191-146 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; 10x12mmge-
rade; L 135mm; ø 2,4mm 

21191-147 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; 15x20mmge-
rade; L 140mm; ø 2,4mm 

21191-148 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; 6x15mmge-
rade; L 125mm; ø 2,4mm 

21191-149 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Schlingenelek. Wolfr.; ø30mmgerade; 
L 150mm; ø 2,4mm 

21191-150 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x12mmgebo-
gen; L 45mm; ø 2,4mm 

21191-151 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; L 
120mm; ø 2,4mm 

21191-153 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Spatelelektrode; 2,3x19mmgebogen; 
L 115mm; ø 2,4mm 

21191-154 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; 
isol.; L120mm; ø2,4mm 

21191-155 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,4x12mmgerade; L 
120m; ø 2,4mm 

21191-156 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; L 
180mm; ø 2,4mm 

21191-157 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; 
isol.; L180mm; ø2,4mm 

21191-158 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; L 
45mm; ø 2,4mm 

21191-159 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgebogen; 
L 40mm; ø 2,4mm 

21191-160 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgerade; 
isol.; L 45mm; ø2,4mm 

21191-161 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Spatelelektrode; 2,3x19mmgebogen; 
isol.; L40mm; ø2,4mm 

21191-162 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 3mmgerade; L 
40mm; ø 2,4mm 

21191-163 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 5mmgerade; L 
40mm; ø 2,4mm 

21191-164 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 3mmgerade; L 
110m; ø 2,4mm 

21191-165 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Kugelelektrode; ø 5mmgerade; L 
110m; ø 2,4mm 

21191-166 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Schlingenelektr. Wolfr.; 5x5mmge-
rade; L 125mm; ø 2,4mm 

21191-167 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x22mmgerade; 
isol.;L 40mm; ø 2,4mm 

21191-168 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x15mmgerade; 
isol.; L115mm; ø2,4mm 

21191-169 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x15mmgerade; 
L 180mm; ø 2,4mm 

21191-170 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Nadelelektrode; ø 0,8x17mmgerade; 
L 35mm; ø 2,4mm 

21191-171 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Mo-Elektrode-RU-YM 

Messerelektrode; 3,4x18mmgerade; 
L 40mm; ø 2,4mm 

21191-172 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Mo-Elektrode-RU-YM 

Kleines Chirurgiebesteck 2,4mm 

21191-180 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Mo-Elektrode-RU-YM 

Großes Chirurgiebesteck 2,4mm 

21191-181 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147ShaftExtension-KM 

Schaftverlängerungisol.; L 100 mm; 
Schaft ø 4 mm 

20191-237 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class III implantable cus-
tom-made-device 

4050147ShaftExtension-KM 

Schaftverlängerungisol.; L 150 mm; 
Schaft ø 4 mm 

20191-238 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147ShaftExtension-KM 

Schaftverlängerungisol.; L 180 mm; 
Schaft ø 4 mm 

20191-239 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147ShaftExtension-KM 

Schaftverlängerungisol.; L 40 mm; 
Schaft ø 4 mm 

20191-358 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147ShaftExtension-KM 

Schaftverlängerungø 2,35mm; isol. 
Schaft; L 4cm 

20191-359 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Hookelectrodes-39 ☐ Class III ☒ N/A  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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Hakenelektroderund; L 320mm; ø 
5mm 

20191-157 

☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

4050147Hookelectrodes-39 

Hakenelektrodeflach; L-förmig; 
L320mm;ø 5mm 

20191-161 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Hookelectrodes-39 

Hakenelektrodeflach; J-förmig L 
320mm; ø5mm 

20191-174 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

4050147Hookelectrodes-39 

Hakenelektrode mit Handgriffflach; L 
350mm; ø 5mm 

20191-179 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 

 

 

4050147Hookelectrodes-39 

Hakenelektrode mit Handgriffrund; L 
320mm; ø 5mm20191-184 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 

☒ N/A  

 

or  

 

Certificate # incl. Rev. 

50954-16-05 von DEKRA 
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☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☐ Class III implantable cus-
tom-made-device 

☐ Identification of the corre-
sponding substitute device 
under MDR 

The following devices were added by Transfer project 713360866: 

Irrigation pump 

10325-000; 20325-000; 20325-100 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Instruments for  

Cryosurgery (cryo probes) 

20402-401; 20402-402: 20402-410; 
20402-411 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Suction module, surgical 

10340-000 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Instruments for waterjet dissection, 
pump 

20150-301 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 
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☐ Class III implantable cus-
tom-made-device 

Electrode holder, electrosurgical 

20195-208; 20195-209; 20195-241 

 

Substitute devices:  
20195-141; 20195-234 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☐ Class IIb / Class IIb implant-
able (exempted) 
☒ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☐ N/A  

 

or  

 

☒ Identification of the corre-
sponding substitute device 
under MDR 

20195-141 substituted by 
21195-733 

20195-234 substituted by 
21195-731 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Electrosurgical unit 

10140-100; 10140-200; 10140-300; 
10140-400; 10140-500; 10140-550; 
10160-000;  
20188-102; 20189-107; 20188-300; 
20188-301; 20188-302; 20188-350; 
20189-300; 20189-301; 20189-302; 
20189-303; 20189-304; 20189-305; 
20189-350; 20189-351; 20189-352; 
20189-353; 20322-101 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Neutral electrodes for electrosurgical, 
reusable and single use 

20193-070; 20193-071; 20193-073; 
20193-074; 20193-075; 20193-082; 
20193-083; 20193-084; 20193-090 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Electrode holder, electrosurgical, ste-
rile 

20190-106; 20190-107; 20190-108; 
20190-109; 20190-117 

20321-028 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Electrode, electrosurgical, active 
electrode, hand actuated, sterile 

20150-036; 20150-236; 20195-315; 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 

☒ N/A  

 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 
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☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Electrode, electrosurgical, active 
electrode, footswitch actuated 

20195-132; 20195-133; 20195-140; 
20195-143; 20195-144; 20195-224; 
20195-225; 20195-226; 20195-227; 
20195-242; 20195-245;  
20195-200; 20195-202; 20195-203; 
20195-221; 20195-280; 20195-299; 
21195-190; 21195-200; 21195-202; 
21195-203; 21195-221; 21195-280; 
21195-299 

20195-204; 20195-205; 20195-206; 
20195-207; 20195-210 

Substitute devices: 20195-134; 
20195-135; 20195-136; 20195-137; 
20195-145; 20195-146; 20195-147; 
20195-148; 20195-149; 20195-228; 
20195-229; 20195-230; 20195-232; 
20195-236; 20195-240; 20195-246; 
20195-247; 20195-248; 20195-249; 
21195-134; 21195-135; 21195-136; 
21195-137; 21195-145; 21195-228; 
21195-229; 21195-230; 21195-240; 
21195-246; 21195-247; 21195-248; 
21195-249 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☐ N/A  

 

or  

 

☒ Identification of the corre-
sponding substitute device 
under MDR 

 

20195-145; 21195-145; 
20195-240; 21195-240 sub-
stituted by 21195-730; 

20195-232 substituted by 
21195-734 

20195-147 substituted by 
21195-736 

20195-146 substituted by 
21195-737 

20195-149 substituted by 
21195-738 

20195-148 substituted by 
21195-739 

20195-236 substituted by 
21195-740 

20195-230; 21195-230 sub-
stituted by 21195-741 

20195-135; 20195-247; 
21195-135; 21195-247 sub-
stituted by 21195-743 

20195-134; 20195-246; 
21195-134; 21195-246 sub-
stituted by 21195-744 

20195-137; 20195-249; 
21195-137; 21195-249 sub-
stituted by 21195-745 

20195-136; 20195-248; 
21195-136; 21195-248 sub-
stituted by 21195-746 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 
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20195-228; 20195-229; 
21195-228; 21195-229 sub-
stituted by 21195-747 

Electrode, electrosurgical, active 
electrode, footswitch actuated, sterile 

21191-312; 21191-316; 21191-320; 
21191-324; 21191-328; 21191-335; 
21191-336; 21191-342; 21191-343; 
21191-344; 21191-347; 21191-349; 
21191-353; 21191-359; 21191-361; 
21191-363; 21191-364; 21191-365; 
21191-366; 21191-368 

 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Coagulator unit, argon (argon plasma 
coagulator) 

10134-000; 10135-000 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Instruments for argon coagulation, 
single use 
20132-213; 20132-214; 20132-215; 
20132-216; 20132-217; 20132-218; 
20132-219; 20132-220; 20132-221; 
20132-222; 20132-223; 20132-224; 
20132-225; 20132-226; 20132-250; 
20132-251; 20132-252; 20132-253; 
20132-254; 20132-255; 20132-256 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Waterjet dissector 

10150-000; 20150-100; 20150-101; 
20150-102; 20150-103; 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Instruments for waterjet dissector, 
single use 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 

☒ N/A  

 

Certificate # incl. Rev. 
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20150-015; 20150-215; 20150-020; 
20150-025; 20150-026; 20150-030; 
20150-031; 20150-038; 20150-039; 
20150-041; 20150-220; 20150-225; 
20150-226; 20150-230; 20150-231; 
20150-238; 20150-239 

20150-060; 20150-061; 20150-062; 
20150-260; 20150-261; 

☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 

Cryosurgical unit 

10402-000; 20402-200; 20402-201 

☐ Class III 
☐ Class IIb implantable (non-
exempted) 
☒ Class IIb / Class IIb implant-
able (exempted) 
☐ Class IIa 
☐ Class I devices in sterile 
condition 
☐ Class I devices with measur-
ing function 
☐ Class III implantable cus-
tom-made-device 

☒ N/A  

 

or  

 

☐ Identification of the corre-
sponding substitute device 
under MDR 

Certificate # incl. Rev. 

Confirmation Letter 50954-
CoL-01, Rev.0 (Dekra) 
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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 applica-
tion) 

MDR Device classification 
(as proposed by the manu-
facturer and verified during 
application review) 

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

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

n/a 

 
 
 
 
 
 
 
Confirmation Letter Version History 
 

Date TÜV SÜD Product Service GmbH inter-
nal reference traceable to each version 
of the letter 

Action 

2024-02-29 713331600 Initial issue 

2025-05-30 713360866 Update due to Transfer project 
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