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medical bees GmbH
Friedrich-Woéhler-StralRe 13
78576 Emmingen
Germany

Notified Body Confirmation Letter
Registration no.: D1357900015
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 mdc medical device certification GmbH (Kriegerstr. 6, 70191 Stuttgart, Germany), a
Notified Body (NB) designated against Regulation (EU) 2017/745 (MDR) and identified by the number 0483 on
NANDO, has 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 following manufacturer:

medical bees GmbH
Friedrich-Wdéhler-Stralle 13
78576 Emmingen

Germany

SRN: MF-000005814

The devices covered by the formal application and the written agreement mentioned above are identified in the
Tables below. Table 1 identifies the devices which a MDR application has been received, written agreement
concluded and for which the NB is also responsible for appropriate surveillance of the corresponding devices
under the applicable Directive. Table 2 identifies the devices for which a MDR application has been received
and a written agreement concluded, but the NB 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93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn,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, by 20 March 2023 for the relevant devices.
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The transition timelines 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 (as amended by Regulation (EU)
2023/607), are shown below:

26 May 2026 for Class Il custom-made implantable devices

31 December 2027 for Class Il devices and Class llb implantable devices excluding Well-established
technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges,
plates, wires, pins, clips and connectors)

31 December 2028 for other Class llb devices, Class lla, Class | 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 | devices that qualify as re-usable surgical instruments)

Stuttgart, 2025-01-17

(C

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

Device name or Basic MDR Device classification | If the MDR device is a MDD/AIMDD Certificate
UDI-DI (under MDR (as proposed by the substitute device, Reference(s) of the
application) manufacturer and verified | identification of the devices under MDR
at the pre-application corresponding application, and the NB
stage) MDD/AIMDD device Identification
Powertool, handpiece lla n.a. D1357900011
042515541TD02PTHAND NB#0483
PIECHT
Powertool, powerpack lla n.a. D1357900011
042515541TD02PTPOW NB#0483
ERPAC39
Powertool, charging lla n.a. D1357900011
device NB#0483
042515541TDO2PTCHAR
GEFT
Powertool, attachment lla n.a. D1357900011
042515541TD0O2PTATTA NB#0483
CHML7
Ring Retraktor und lla n.a. D1357900011
Komponenten NB#0483
042515541TDO5RINGRE
TRAKRR
Schadelklemmensystem lla n.a. D1357900011
und Komponenten,
Variante Kunststoff NB#0483
042515541TDO5SCHAE
DKUN8Z
Schéadelklemmensystem lla n.a. D1357900011
Ki

und Komponenten NB#0483
042515541 TDO5SCHAE
DY5
Retraktor und lla n.a. D1357900011
K t

omponenten NB#0483
042515541 TDOSRETRAK
5U
Retraktor und lla n.a. D1357900011
Komponenten, Variante
Kunststoff NB#0483
042515541 TDOSRETRAK
KUNNW
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Table 2: Devices covered by this letter and for which the NB is NOT responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or Basic MDR Device classification | If the MDR device is a MDD/AIMDD Certificate

UDI-DI (under MDR (as proposed by the substitute device, Reference(s) of the

application) manufacturer and verified | identification of the devices under MDR
at the pre-application corresponding application, and the NB
stage) MDD/AIMDD device Identification

Adenotom Ir n.a. n.a.

042515541TD0301ADEN

OoTOMWC

Kirette Ir n.a. n.a.

042515541TD0301KUER

ETTECK

Knochenfeile Ir n.a. n.a.

042515541TD0301KNOF

EILE6B

Raspel Ir n.a. n.a.

042515541TD0301RASP

ELKJ

Reibahle, orthopéadisch Ir n.a. n.a.

042515541TD0301REIBA

HLEYR

Tonsillektomie-Instrument | Ir n.a. n.a.

042515541TD0301TONSI

LLMQ

Fihrung Ir n.a. n.a.

042515541TD0302FUHR

FL

Fuhrung, Gigli-Sage Ir n.a. n.a.

042515541TD0302FUHR

GIGL9G

Fadenfihrer Ir n.a. n.a.

042515541TD0302FADE

NFUHSS

Elevatorium Ir n.a. n.a.

042515541TD0O303ELEV

ATORG6H

Fadeninstrument Ir n.a. n.a.

042515541TD0303FADE

NINSTZ

Schutzschild Ir n.a. n.a.

042515541TD0303SCHIL

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

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

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

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

Pinzette

042515541TD0O303PINZE
TTEGZ

Ir

n.a.

n.a.

Haken, sonstiges

042515541 TD0303HAKE
NSONZD

n.a.

n.a.

Schraubendreher,
Knochen, Kunststoff

042515541TD0304SCRE
WKUNDW

n.a.

n.a.

Extraktor

042515541TD0304EXTR
AKTOH7

n.a.

n.a.

MeiRel

042515541 TDO305MEIS
ELKA

n.a.

n.a.

Dermatom

042515541 TDO305DERM
ATOMSH

n.a.

n.a.

Sezierer

042515541 TDO305SEZIE
RERGS8

n.a.

n.a.

Messer

042515541TD0O305MESS
ERMU

n.a.

n.a.

Osteotom

042515541TD0O3050STE
OTOMLL

n.a.

n.a.

Sé&ge, Knochen, manuell

042515541 TD0O305SAEG
EKNO4F

n.a.

n.a.

Ahle

042515541 TDO305AHLE
D3

n.a.

n.a.

Dilatator

042515541TD0O306DILAT
ATO3K

n.a.

n.a.
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Device name or Basic
UDI-DI (under MDR

MDR Device classification
(as proposed by the

If the MDR device is a
substitute device,

MDD/AIMDD Certificate
Reference(s) of the

application) manufacturer and verified | identification of the devices under MDR
at the pre-application corresponding application, and the NB
stage) MDD/AIMDD device Identification

Spreizer Ir n.a. n.a.

042515541 TD0306SPREI

ZERLA

Confirmation Letter Revision History

Date NB internal reference Action

traceable to each

version of the letter
2025-01-17 D1357900015 Rev 01: Supplemented by class Ir products
2024-03-15 D1357900012 Initial
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