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Notified Body Confirmation Letter  

 

Reference: 713300646-1 

 

To whom it may concern, 

 

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

in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 

2017/746 as regards the transitional provisions for certain medical devices and in vitro diagnostic 

medical devices. 

 

This letter confirms that, TÜV SÜD Product Service GmbH, a Notified Body (NB) designated against Reg-

ulation (EU) 2017/745 (MDR) and identified by the number 0123 on NANDO, has received a formal appli-

cation in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a written 

agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the following 

manufacturer. 

 

KARL STORZ SE & Co. KG 

Dr.-Karl-Storz-Straße 34 

78532 Tuttlingen 

Germany 

 

SRN Number: DE-MF-000005723 
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The devices covered by the formal application and the written agreement mentioned above are identified 

in the Tables below, see attachment:  

- Table 1 identifies the devices which an MDR application has been received, written agreement 

concluded and for which the 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 agree-

ment concluded, but the TÜV SÜD Product Service GmbH has not yet taken the responsibility for 

appropriate surveillance of the corresponding devices under the applicable Directive. 

 

In the case of 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 with-

drawn, this letter also confirms that:  

- 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 in ac-

cordance with Article 59(1) of the MDR or  

- provided evidence that a competent authority of a Member State had granted an exemption from 

the applicable conformity assessment procedure in accordance with Article 97(1) of the MDR re-

spectively,  

 

by the 20 Mar 2023 for the relevant devices. 

 

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s con-

tinued compliance to the other conditions specified in Article 120.3c of MDR (as amended by EU 

2023/607), 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 excluding Well-estab-
lished technologies (WET - 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 or have a 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) 

 
On behalf of the Notified Body, 
 

TÜV SÜD Product Service GmbH  

Medical and Health Services 

 

 TÜV SÜD Product Service GmbH  

Medical and Health Services 

 

Marie-Astrid Viard 

Conformity Assessment Responsible (CARE) 

 

 Julia Hoyer  

Head of Certification Body - Deputy 

 
  

Signatur:

E-Mail:

Signatur:

E-Mail:Marie-Astrid.Viard@tuvsud.com
Hoyer Julia (28. Juni 2023 17:55 GMT+2)
Hoyer Julia
Julia.Hoyer@tuvsud.com



Seite 3 von 67 
 

 

ATTACHMENT 

 

Table 1: Devices covered by this letter and for which the TÜV SÜD Product Service GmbH is also 

responsible 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 manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Accessories for Insufflat-

ors 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Active controlling systems, 

components of software 

(SCB) 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Evidence #1; CA#  

Evidence #2; CA# 

 

EM Navigation ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Foot Switch for Laser ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Foot Switches for Motor 

Control Unit 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Foot Switches for Pumps ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

HF Instruments with mova-

ble jaws 

☐N/A  

 

or 

☒ N/A  

 

or  

☐ N/A  

 

or 



Seite 6 von 67 
 

 

Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

HF Instruments without 

movable jaws/ HF Elec-

trodes 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

HF Suction/ Irrigation In-

struments 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ N/A  

 

or  

 

☐ N/A  

 

or 

 

☒ Certification as follows: 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

HF Generators ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

HF Foot Switches ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

HF Working Elements / 

working inserts 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Insufflators  ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Laser Devices ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Lithotripsy Probes ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 



Seite 10 von 67 
 

 

Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Suction/ Irrigation Pumps ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Tubing Sets Insufflators ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Cannulas ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Instruments with movable 

jaws 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Instruments without mova-

ble jaws 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

ENT Balloon Catheter ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Fiberscopes with channel ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Fiberscopes without chan-

nel 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Flexible Videoscopes with 

channel 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Flexible Videoscopes with-

out channel 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Laser Fibers  ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Light Carrier (adaptable) ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Light Sources ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Handpieces/ Motors ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Morcellator blades ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Morcellator handpieces ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Motor Control Unit ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Optics (Telescopes) with 

channel 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Optics (Telescopes) with-

out channel 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

Rigid Videoscopes with 

channel 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class III implantable cus-

tom-made device 

Rigid Videoscopes without 

channel 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

Semiflexible endoscopes 

with channel 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Shaver/ Drills ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☒ N/A  

 

or  

 

☐ N/A  

 

or 

 

☒ Certification as follows: 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Sheaths ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Suction/ Irrigation Instru-

ments 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Trocars ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Working Elements/ Work-

ing Inserts 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☒ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G1 084462 

0012 Rev.01; NB # 0123 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Adhesive bandage ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Covers  ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Covers for Touchscreen ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Covers for camera ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Surgical plume evacuation 

system filter 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Guide probes ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Surgical irrigation/aspira-

tion tubing sets 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Surgical irrigation/aspira-

tion handles 

☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Optic stoppers ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Spray catheters ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Trocar valves ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Valve seals ☐N/A  

 

or 

 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD 

☐ N/A  

 

or 

 

☒ Certification as follows: 

Certificate #: G2S 084462 

0013 Rev.01; NB # 0123 

 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☐ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 
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Table 2: Devices covered by this letter and for which the TÜV SÜD Product Service GmbH is NOT 

responsible 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 manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Adenotom 

☐ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☐ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Applicator 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Evidence #2; CA# 

 

Artery clamp 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Barrel catcher 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Biopsy forceps ☒ N/A  ☒ N/A  ☐ N/A  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Biopsy scoop 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Blades 

☒ N/A  

 

or 

 

☒ N/A  

 

or  

 

☐ N/A  

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Bone file 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Bone shrapnel 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

  

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Bougie-Urethrotom 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Brushes 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Cement applicator 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Chisel 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Clamps 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Conchotom 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Curette 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Dilatation mandrel 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Dilation sets 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

Dilation sleeve 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Dilators  
☒ N/A  

 

☒ N/A  

 

☐ N/A  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Dissectors 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Elevator 

☒ N/A  

 

or 

 

☐ Class III  

☒ N/A  

 

or  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Endotom 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Extractor 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Fixation instruments 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Footplate hooks 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Forceps 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Gripper 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Guide probes 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Guide sleeves 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Guide wire 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Hollow milling cutter 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Hooks 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Injection cannula 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Evidence #2; CA# 

 

Insert Femoral Targeting 

Device 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Knives 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Lock cap ☒ N/A  ☒ N/A  ☐ N/A  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Mandrel 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Measuring cylinder 

☒ N/A  

 

or 

 

☒ N/A  

 

or  

 

☐ N/A  

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Micro fork 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Needle 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

  

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Needle holder 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Obturator 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Osteotome 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Outer cannula 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Outer sheath 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Patellar sawing template 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Perforator 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Plunger 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 



Seite 53 von 67 
 

 

Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Probe 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Punching instruments 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Evidence #2; CA# 

 

Puncture needle 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Pylorotome 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Raspatorium ☒ N/A  ☒ N/A  ☐ N/A  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Rasp 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Retactor 

☒ N/A  

 

or 

 

☒ N/A  

 

or  

 

☐ N/A  

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Saw  

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Scalpel handle 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

  

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Scissors 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Screw driver 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Seaming instrument 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Self-retaining retractor 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Sleeves 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Speculum 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Spoon 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Tampon thongs 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Tap 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Tendon strength tester 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Evidence #2; CA# 

 

Thread clamps 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Thread guide 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Thread hook ☒ N/A  ☒ N/A  ☐ N/A  
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Thread scissors 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Thread forceps 

☒ N/A  

 

or 

 

☒ N/A  

 

or  

 

☐ N/A  

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Trepan 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Trocar 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

  

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Valves 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 

 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 

 

Work inserts 

☒ N/A  

 

or 

 

☐ Class III  

☐ Class IIb implantable non- 

WET device 

☐ Class IIb excluding Class 

IIb implantable non-WET  

☐ Class IIa 

☒ N/A  

 

or  

 

☐ Identification of the corre-

sponding device under 

MDD/AIMDD:  

 

☐ N/A  

 

or 

 

☐ Certification as follows: 

Certificate #1; NB #:  

Certificate #2; NB #: 

 

or 
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Device name or Basic UDI-

DI (under MDR application) 

MDR Device classification 

(as proposed by the manu-

facturer and verified at the 

pre-/ application stage) 

If the MDR device is a sub-

stitute device, identifica-

tion of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

☐ Class I devices placed on 

the market in sterile condition 

☐ Class I devices with a 

measuring function 

☒ Class I devices that qualify 

as re-usable surgical instru-

ments  

☐ Class III implantable cus-

tom-made device 

☒ N/A - Device did not re-

quire a Notified Body certifi-

cate under Directives 

 

or 

 

☐ Evidence that a competent 

authority of a Member State 

had granted acc. MDR, 

Art.59 (1) or Art.97 (1) 

Evidence #1; CA#  

Evidence #2; CA# 
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Confirmation Letter Version History 

 

Date NB internal reference tracea-

ble to each version of the let-

ter 

Action 

2023-06-27 713300646-1 Initial letter 

2023-06-28 713300646-1 Correction of certificate for class Is devices 

 

 


