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TUV SUD Product Service GmbH
Confirmation Letter
CL 066084 0023 Rev. 00

Reference: 713270959
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the
following referenced as MDR) as regards the transitional provisions for certain medical devices
and in vitro diagnostic medical devices.

With this letter 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 VIl of MDR with the above stated manufacturer with the following
SRN Number:

SRN Number: DE-MF-000003061
The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.
- Table 1 identifies the devices for which an MDR application has been received, written agreement con-
cluded and for which TUV SUD Product Service GmbH is also responsible for appropriate surveillance of
the corresponding devices under the applicable Directive.

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(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this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

- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or
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- 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 IIb implantable devices (except sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)

e 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 cop-
ies, amendments and / or changes of the confirmation letter according to effort.

For certificate validity see www.tuvsud.com/ps-cert?q=cert:CL 066084 0023 Rev. 00

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

05.10.2023

TUV SUD Product Service GmbH
Medical and Health Services

Dl Lty

Sarah Busemann
Conformity Assessment Responsible (CARE)

TUV SUD Product Service GmbH

Medical and Health Services
i
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Claus Matthias Mumme
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 Di-

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

++ENTTTiBase97

++ENTTTiBase97a

++ENTTAbutment

ScrewCM

++ENTT2CONnectGH

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

O Class I1I

O Class IIb implantable
(non-exempted)

Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class I1I implantable cus-
tom-made-device

O Class III

O Class IIb implantable
(non-exempted)

Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class III implantable cus-
tom-made-device

O Class III

O Class IIb implantable
(non-exempted)

X Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class III implantable cus-
tom-made-device

O Class III

O Class IIb implantable
(non-exempted)

Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile

condition

If the MDR device is a substitute
device, identification of the cor-
responding MDD/AIMDD device

N/A

N/A

N/A

N/A

MDD/AIMDD Certificate Refer-

ence(s) of the devices under

MDR application, and the NB

Identification
Certification as follows:
G118 02 66084 016; 0123

Certification as follows:
G118 02 66084 016; 0123

Certification as follows:
G1 18 02 66084 016; 0123

Certification as follows:
G118 02 66084 016; 0123



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

++ENTTMalePartStrN9

++ENTTMalePartScrewJX

++ENTTntPreformRN

++ENTT2CONnectGHb
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MDR Device classification If the MDR device is a substitute
(as proposed by the manu- device, identification of the cor-
facturer and verified dur- responding MDD/AIMDD device

ing application review)

O Class I devices with meas-
uring function

O Class I1I implantable cus-
tom-made-device

O Class III N/A
O Class IIb implantable
(non-exempted)

X Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class III implantable cus-
tom-made-device

O Class III N/A
O Class IIb implantable
(non-exempted)

X Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class III implantable cus-
tom-made-device

O Class III N/A
O Class IIb implantable
(non-exempted)

X Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class III implantable cus-
tom-made-device

O Class III N/A
O Class IIb implantable
(non-exempted)

X Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile

condition

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

Identification

Certification as follows:
G1 18 02 66084 016; 0123

Certification as follows:
G118 02 66084 016; 0123

Certification as follows:
G1 18 02 66084 016; 0123

Certification as follows:
G118 02 66084 016; 0123



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

++ENTT2CONnectGHa

++ENTTTiBaseNXKE
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MDR Device classification
(as proposed by the manu-
facturer and verified dur-
ing application review)

O Class I devices with meas-
uring function

O Class I1I implantable cus-
tom-made-device

O Class III

O Class IIb implantable
(non-exempted)

X Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class III implantable cus-
tom-made-device

O Class III

O Class IIb implantable
(non-exempted)

X Class IIb / Class IIb im-
plantable (exempted)

O Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class III implantable cus-

tom-made-device

If the MDR device is a substitute
device, identification of the cor-
responding MDD/AIMDD device

N/A

N/A

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

Certification as follows:
G1 18 02 66084 016; 0123

Certification as follows:
G118 02 66084 016; 0123
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Confirmation Letter Version History
Date TOV SUD Product Service GmbH inter-
nal reference traceable to each version

of the letter

2023/10/05 713270959

Action

Initial issue
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ZERTIFIKAT ¢ CERTIFICATE &

Product Service

EG Zertifikat

Vollstandiges Qualitatssicherungssystem
Richtlinie 93/42/EWG liber Medizinprodukte (MDD), Anhang Il ohne (4)
(Produkte in Klasse lla, llb oder Ill)

Nr. G118 02 66084 016

Hersteller: nt-trading GmbH & Co. KG
G.-Braun-Strasse 18
76187 Karlsruhe
DEUTSCHLAND

Betriebsstitte(n): nt-trading GmbH & Co. KG
G.-Braun-Strasse 18, 76187 Karlsruhe, DEUTSCHLAND

Produktkategorie(n): Abutments fiir Dentalimplantate und
Abutmentschrauben sowie Dentalkunststoffe

Die Zertifizierstelle der TUV SUD Product Service GmbH bescheinigt hiermit, dass der genannte
Herstelier ein Qualitatssicherungssystem fur die Auslegung, die Fertigung und die Endkontrolle
der betreffenden Produkte / Produktkategorien entsprechend MDD Anhang |l anwendet. Dieses
Qualitatssicherungssystem erfullt die Anforderungen dieser Richtlinie und unterliegt der
regelmaRigen Uberwachung. Zum Inverkehrbringen von Klasse IIf Produkten ist zusatzlich ein
Zertifikat nach Anhang It (4) erforderlich. Umseitige Hinweise sind zu beachten.

Bericht Nr.: 713125287
Giiltig ab: 2018-05-22
Giiltig bis: 2023-05-21

Datum, 2018-04-13 ;

Stefan Preil}

TUV SUD Product Service GmbH ist Benannte Stelle mit der Kennnummer 0123
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TUOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TV



Zertifiziervertrag

Grundlage fur die Zertifikatserteilung ist die
Pruf- und Zertifizierordnung von TUV SUD
Product Service.

Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils gliltige Fassung
der Pruf- und Zertifizierordnung an
(www.tuev-sued.de/ps_regulations) und wird
somit Partner im Zertifiziersystem von
TUV SUD Product Service.

Prinzipielle Voraussetzung fiir die Giiltigkeit
des Zertifikates:

— Gultigkeit der zitierten normativen Prf-
grundlage(n) ist gegeben

und zusatzlich bei Zertifikaten mit Berechti-
gung zur Verwendung eines Prifzeichens
bzw. bei Zertifikaten fir QM-Systeme:

— Voraussetzungen fur vorschriftsmaRige
Fertigung werden eingehalten.

— Die Fertigungs- bzw. Betriebsstatten wer-
den regelmallig uberwacht.

Certification contract

Certification is based on the TUV SUD
Product Service Testing and Certification
Regulations.

On receipt of the certificate the certificate
holder agrees to the current version of the
Testing and Certification Regulations
(www.tuev-sued.de/ps_regulations) and thus
becomes partner in the TUV SUD Product
Service Certification System.

Requirements for the validity of the certifica-
te in principle:

— Validity of the quoted test standard(s)

In addition for certificates with the right to use
a certification mark and for QM certificates:

— Conditions for an adequate manufacturing
are maintained

— Regular surveillance of the facility is per-
formed

Akkreditierungen / Benennungen
Accreditations / notifications

(Status 25.02.2010) /
(as of 2010-02-25)

Deutschland / Germany

Gerate- und Produktsicherheitsgesetz (GPSG) /
Equipment and Product Safety Act (GPSG)

Europa / Europe

Niederspannungsrichtlinie 2006/95/EG

Spielzeugrichtlinie 2009/48/EG

Richtlinie fiir aktive medizinische Implantate 90/385/EWG
Richtlinie fiir Medizinprodukte 93/42/EWG

Richtlinie fiir In-vitro-Diagnostika 98/79/EG

Richtlinie fiir Gasverbrauchseinrichtungen 90/396/EWG
Richtlinie fiir personliche Schutzausriistungen 89/686/EWG
EMV-Richtlinie 2004/108/EG

Richtlinie fiir Sportboote 94/25/EG + 2003/44/EG
Richtlinie fiir Maschinen 2006/42/EG

Richtlinie fiir Ex-Schutz Gerate 94/9/EG

Low Voltage Directive 2006/95/EC

Toys Directive 2009/48/EC

Directive for Active Implantable Medical Devices 90/385/EEC
Directive for Medical Devices 93/42/EEC

Directive on In Vitro Diagnostic Medical Devices 98/79/EC
Directive for Gas Appliances 90/396/EEC

Directive for Personal Protective Equipment 89/686/EEC
EMC Directive 2004/108/EC

Directive for Recreational Craft 94/25/EC + 2003/44/EC
Directive for Machinery 2006/42/EC

Directive for Ex Safe Equipment 94/9/EC

ENEC Agreement for luminaires and IT equipment

USA

® Nationally Recognized Testing Laboratory (NRTL) to 29 CFR
1910.7 by OSHA

® Accredited for FDA 510(k) Third Party Review

® Conformity Assessment Body to the MRA for Medical
Devices; FDA QSReg Inspections, FDA 510(k) Third Party
Review

Asien-Pazifik Region / Asia Pacific

® Recognized Certification Body to Electrical Products (Safety)
Regulation; Hong Kong

¢ Konformitatsbewertungsstelle / Conformity Assessment Body
to the MRA for Medical Devices; Australien / Australia

@ Konformititsbewertungsstelle / Conformity Assessment Body
to the MRA for Medical Devices; Neuseeland / New Zealand

Weltweit / Worldwide

® NCB im CB-Scheme des IECEE /
NCB in the CB Scheme of IECEE

® ExCB im IECEx-Scheme des IECEE /
ExCB in the IECEx Scheme of IECEE

e TUV SUD Product Service Mark fiir Produkte / TOV SUD
Product Service Mark for products DAP-ZE-1213.00

® Zertifizierung von QMS / Certification of
QMS TGA-ZM-08-93-00

® Zertifizierung von QMS gemaB / Certification of QMS according to

(DIN) EN 1SO 13485 / ISO 13485

Zertifizierstelle fiir Produkte / Certification Body for Products < e-mail ps-zert@tuev-sued.de
Zertifizierstelle fiir Medizinprodukte / Certification Body for Medical Devices * e-mail ZASMAIL@tuev-sued.de
Kundenservice / Clients Services * Phone +49/89/50 08-42 61 - Fax +49/89/50 08-42 30 * e-mail ps-zert@tuev-sued.de



