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TUV SUD Product Service GmbH
Confirmation Letter

CL 034026 0021 Rev. 00

Reference: 200130025435
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 (in the following
referenced as MDR) as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices.

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

SRN Number: DE-MF-000013906

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

- Table 1 identifies the devices for which an MDR application has been received, written agreement concluded
and for which TUV SUD Product Service GmbH is also responsible for appropriate surveillance of the corre-
sponding devices under the applicable Directive.

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

Registered Office: Munich Supervisory Board: TUV SUD Product Service GmbH tuvsud.com/ps

Trade Register Munich HRB 85 742 Holger Lindner (Chairman) Application Review Hotline: +49 89 50084-747
UniCredit Bank AG - BIC HYVEDEMMXXX Board of Management: Ridlerstr. 65

IBAN DE13 7002 0270 0048 8522 11 Dr. Walter Reithmaier (CEO) 80339 Munich

VAT ID No. DE129484267 Patrick van Welij Germany " ®

Information pursuant to § 2 [1] DL-InfoV TUV

(Germany) at tuvsud.com/imprint
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If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC
(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this
letter also confirms that:

- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or

- provided evidence that a competent authority of a Member State had granted a derogation or exemption from
the applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of
the MDR respectively.

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

e 26 May 2026 for Class Il custom-made implantable devices

e 31 December 2027 for Class lll devices and Class llb implantable devices (except sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)

o 31 December 2028 for other Class Ilb devices, Class lla, Class | devices placed on the market in sterile
condition, measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it
under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

The issuance of the first confirmation letter is free of charge. We reserve the right to invoice further copies,
amendments and / or changes of the confirmation letter according to effort.

For confirmation letter validity see: www.tuvsud.com/ps-cert?q=cert:CL 034026 0021 Rev. 00

In case of inquiries please contact: medical _devices@tuvsud.com

On behalf of the Notified Body TUV SUD Product Service GmbH,

2024-09-20
TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Health Services
trelena Miller Korrad Eackler
Helena Miiller (20. September 2024 12:22 GMT+2) Konrad Fackler (20. September 2024 13:01 GMT+2)
Helena Mller Konrad Fackler

Conformity Assessment Responsible (CARE) Application Reviewer
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Table 1: Devices covered by this letter and for which TUV SUD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Directive:

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

Device 1

Basic UDI-DI:
406446823-01-01AD

HF-Gerat
MDV touch HF-Gerat

Device 2

Basic UDI-DI:
406446823-01-02AF

Components of the system:

« Druckminderer fiir Argon-Modul
« MD Argon: Zusatz fir HF-GroR-
gerate

Device 3

Basic UDI-DI:
406446823-01-03AH

Components of the system:

* Monopolares Laparoskopie-In-
strument mit Universal Fass-
zange

Bipolarer Dissektor

 Bipolare Koagulationsfasszange
Bipolare (Delta-) Fasszange,
Einsatz fir bipolare Koagual-
tionsfasszange

* Bipolare Pinzette / Schere
Bipolare Koagulationsschere
Schaft / Griff fiir bipolare Koagu-
lationszange

« Nadelelektrode

» Elektrode

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

O Class 1l

O Class llb implantable
(non-exempted)

X Class lIb/ Class lIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class llb implantable
(non-exempted)

Class lIb/ Class llb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class llb implantable
(non-exempted)

Class lIb / Class llb
implantable (exempted)
[ Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

0 Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

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#



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

« Innen- / AuBenrohr fur LAP-In-
strument

Zangenkorper mit Ringgriff
Einweg-Klingen

Bipolares GefaRversiegelungs-
Instrument

Bipolarer Einsatz

Schubstange fiir Laparoskopie-
Instrument

Klingenhalterrohr fiir Laparosko-
pie-Instrument

« Schaft / Griff fur bipolare Lapa-
roskopie Instrumente

Bipolare Hakenzange

Bipolare Fasszange

Bipolar Laparoskopie Instrument
mit Fasszange

Bipolar GefaRversiegelungs-In-
strument

« Bipolare Schere fiir bipolare La-
paroskopie Instrumente
Elektrode

Schaft / Griff, MiniLap

Axial Handgriff
(Ergonomischer) Ringgriff aus
Kunststoff

Rohrschaft

Monopolare Scheren
Monopolare Fasszange
Monopolare Zangen
Monopolare Fixierklemme
Monopolare Greif- u. Extrakti-
onszange

Fasszange atraumatisch
Fasszange

Klemme
Probe-Exzisionszange
Nadelhalter

Biopsiestanze

Greif- u. Extraktionszange
Grofle OP-Schere

Grofe Loffelzange
Automatiktrokarhilse

Device 4

Basic UDI-DI:
406446823-01-04AK

Components of the system:

Elektrodensatz

Elektroden

Epilationsnadel
Elektrodenverlangerung
Epilationsnadel

Spannschaft

Monopolare LAP-Instrument
Handgriff fir monopolare Lapa-
roskopie-Elektroden

« Hysterektomie-Instrument
Nadel fur Mikronadel-Elektrode
Kombinierte Mikronadel-Elekt-
rode
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MDR Device classification
(as proposed by the manu-
facturer and verified during
application review)

O Class 1l

O Class llb implantable
(non-exempted)

Class lIb / Class lIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#



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

Device 5

Basic UDI-DI:
406446823-01-05AM

Elektroden

Device 6

Basic UDI-DI:
406446823-01-06AP

Flexible Argon Sonde

Device 7

Basic UDI-DI:
406446823-01-07AR

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

O Class 1l

O Class llb implantable
(non-exempted)

X Class lIb/ Class lIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

O Class llb implantable
(non-exempted)

X Class llb / Class IIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class llb implantable
(non-exempted)

Class lIb/ Class llb
implantable (exempted)
[ Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

N/A

or

O Identification of the cor-

responding device under
MDD/AIMDD
Individual Article number:

X N/A

or

O Identification of the cor-

responding device under
MDD/AIMDD
Individual Article number:

N/A

or

O Identification of the cor-

responding device under
MDD/AIMDD
Individual Article number:

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

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

[0 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

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#



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

Device 8

Basic UDI-DI:
406446823-01-08AT

Monopolare Pinzette

Device 9

Basic UDI-DI:
406446823-01-09AV

Bipolare Pinzette

Device 10

Basic UDI-DI:
406446823-01-10AE

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

O Class 1l

O Class llb implantable
(non-exempted)

X Class lIb / Class IIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class Il implantable
custom-made-device

O Class Il

O Class llb implantable
(non-exempted)

Class llb/ Class llb
implantable (exempted)
[ Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

O Class llb implantable
(non-exempted)

X Class llb / Class IIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

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#

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

[0 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#



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

Device 11

Basic UDI-DI:
406446823-01-11AG

Biopolare Klemme

Device 12

Basic UDI-DI:
406446823-01-18AW

Components of the system:

+ Bipolar Resektoskop

+ Elektroden

Obturator fiir bip. Resektoskop
Dauerspilschaft
Arbeitselement bipolar
Spuhlschaft

Opturator

Aussenschaft mit 2 Hdhnen
Innenschaft mit Keramikspitzen

Device 13

Basic UDI-DI:
406446823-01-22AM

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

O Class 1l

O Class llb implantable
(non-exempted)

X Class lIb/ Class lIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class llb implantable
(non-exempted)

Class lIb/ Class llb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

[ Class lll implantable
custom-made-device

O Class Il

O Class llb implantable
(non-exempted)

Class lIb/ Class llb
implantable (exempted)
[ Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article nuber:

N/A

or

[0 Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#



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

Device 14

Basic UDI-DI:
406446823-03-01AT

Components of the system:

Platten
Zubehor fiir Mc Laughlin Platte
* Unterlegscheibe
» Abstitzplatten
+ Verlangerungsplatten
Rekontruktionsplatten
Knochenplatten
Suture Disk
Nahtscheibe

Device 15

Basic UDI-DI:
406446823-03-04AZ

Kirschner-Draht

Device 16

Basic UDI-DI:
406446823-03-05B3

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

O Class 1l

[ Class llb implantable
(non-exempted)

Class lIb / Class lIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

Class llb/ Class llb
implantable (exempted)
[ Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

X Class llb / Class IIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

N/A

or

O Identification of the cor-
responding device under

MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under

MDD/AIMDD

Individual Article number:

N/A

or

[0 Identification of the cor-
responding device under

MDD/AIMDD

Individual Article number:

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

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

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#

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#



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

Device 17

Basic UDI-DI:
406446823-03-06B5

Knochenklammer
Staple
Wilberg Klammer

Device 18

Basic UDI-DI:
406446823-03-08B9

Nagel

Néagel mit Mutter
Pins

Palmer

Device 19

Basic UDI-DI:
406446823-03-09BB

Components of the system:

» Schrauben

* Knochenschrauben

+ Cortex selbstschneidend

< Unterlagscheibe

* Unterlegscheibe mit Krallen

« Extraktionsschraube fiir Schrau-
ben
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MDR Device classification
(as proposed by the manu-
facturer and verified during
application review)

O Class 1l

[0 Class llIb implantable
(non-exempted)

X Class lIb/ Class lIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

X Class llb / Class IIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

Class lIb/ Class llb
implantable (exempted)
[ Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

0 Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

[0 Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

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#



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

Device 20

Basic UDI-DI:
406446823-03-10AU

Schrauben
Hohlschrauben

Device 21

Basic UDI-DI:
406446823-03-11AW

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

O Class 1l

[ Class llb implantable
(non-exempted)

Class lIb / Class lIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

Class llb/ Class llb
implantable (exempted)
[ Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

N/A

or

[0 Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

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#



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

Device 22

Basic UDI-DI:
406446823-03-38BJ

Components of the system:

» Fixateur

+ Backe

* Distraktor

External Fixation Set
Schiene mit Haken u. Bohrb.
Rohr

Kohlefaserstange
Verschlusstopfen fiir Fixateur-
rohre

« Backe

Klemme

« Verbindungsstab / -stange / -
platte

Klammer

Open Compressor
Federmutter

Schraube fiir Dynamic Fixateur
Maulschlissel

Universal Pin

Distance holder

Halbring / 5/8 C Ring / Omega
Ring

Schrauben

Gewinde- / Teleskopstange
Male / Female Half-Hinge
Buchse

Bolzen

Mutter

Translation/Rotation Device
Cube 4 Loch

Rahmen

Stabverbinder

Briickenstab

Mittelrohr

Kugel

Kugelklemmstiick
Kugeldruckscheibe
Schllssel fiir Fixateur
TREU-FIX
Ersatzgewindestift
Ersatzspindel

Device 23

Basic UDI-DI:
406446823-03-40B5

Components of the system:

Schrauben

Bolzen

Titan V-Plug
Verschluss-Stopfen
Unterlegscheibe
Beilagscheiben
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MDR Device classification
(as proposed by the manu-
facturer and verified during
application review)

O Class 1l

[ Class llIb implantable
(non-exempted)

Class lIb / Class lIb
implantable (exempted)
O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

Class lIb/ Class llb
implantable (exempted)
[ Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class lll implantable
custom-made-device

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

N/A

or

[0 Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

X Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

or

O 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#

Certification as follows:
Certificate #

G1 034026 0018 Rev. 01
NB# 0123

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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Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Directive:

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

Device 24

Basic UDI-DI:
406446823-02-01AL

Chirurgische-Pinzette

Device 25

Basic UDI-DI:
406446823-02-02AN

Chirurgische-Schere

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

O Class 1l

[ Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 26

Basic UDI-DI:
406446823-02-03AQ

Chirurgische-GefalRklemme

Device 27

Basic UDI-DI:
406446823-02-04AS

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 28

Basic UDI-DI:
406446823-02-05AU

Chirurgischer-Wundspreizer

Device 29

Basic UDI-DI:
406446823-02-06AW

Mikrochirurgie-Dilatator

Page 14 of 24

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 30

Basic UDI-DI:
406446823-03-12AY

Schraubendreher

Device 31

Basic UDI-DI:
406446823-03-13B2

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 32

Basic UDI-DI:
406446823-03-14B4

Bohrbiichse

Device 33

Basic UDI-DI:
406446823-03-15B6

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb/ Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 34

Basic UDI-DI:
406446823-03-19BE

Distraktor

Device 35

Basic UDI-DI:
406446823-03-21AZ

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class lIb/ Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 36

Basic UDI-DI:
406446823-03-22B3

Fiihrungsdraht

Device 37

Basic UDI-DI:
406446823-03-23B5

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 38

Basic UDI-DI:
406446823-03-24B7

Elevatorium

Device 39

Basic UDI-DI:
406446823-03-25B9

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class lIb/ Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A - Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 40

Basic UDI-DI:
406446823-03-26BB

Knochenzange

Device 41

Basic UDI-DI:
406446823-03-27BD

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

X Class | devices with
measuring function

O Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O ldentification of the cor-

responding device under
MDD/AIMDD
Individual Article number:

X N/A

or

O Identification of the cor-

responding device under
MDD/AIMDD
Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A — Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A — Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 42

Basic UDI-DI:
406446823-03-28BF

Kiirette

Device 43

Basic UDI-DI:
406446823-03-29BH

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A — Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A — Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 44

Basic UDI-DI:
406446823-03-30B2

Handtisch
Retraktor

Device 45

Basic UDI-DI:
406446823-03-37BG

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

O Class Il

[ Class lIb implantable
(non-exempted)

O Class llb/ Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A — Device did not
require a Notified Body
certificate under Directives

or

O 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#

O Certification as follows:
Certificate #1
Certificate #2

or

X N/A — Device did not
require a Notified Body
certificate under Directives

or

O 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#



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

Device 46

Basic UDI-DI:
406446823-03-39BL

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

O Class 1l

[0 Class llIb implantable
(non-exempted)

O Class lIb / Class IIb
implantable (exempted)

O Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

X Class | reusable surgical
instruments

O Class lll implantable
custom-made-device

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

X N/A

or

O Identification of the cor-
responding device under
MDD/AIMDD

Individual Article number:

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

O Certification as follows:
Certificate #1
Certificate #2

or

N/A — Device did not
require a Notified Body
certificate under Directives

or

O 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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