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Katowice, 24.09.2024

Jowita Dyrda
601401053
j.dyrda@tuv-nord.pl

Poldent Sp. z o.0.
Dzika 2,
00-194 Warszawa

Statement from Notified Body

We confirm that on 21.05.2024 the company Poldent Sp. z 0. 0. submitted an application for conformity
assessment acc. EU Reg. 2017/745 to TUV NORD Polska Sp. z 0. o. (NB 2274), Mickiewicza 29, 40-085
Katowice. The process of analyzing the application is underway, which will result in the signing of a contract
before 26.09.2024.

The application includes devices covered by the certificate of conformity to Directive 93/42/EEC No.
TNP/MDD/0251/3772/2019, issued on 25.05.2021:

Instruments for root canal treatment:

Endostar Paste Fillers with safety spring (PFL)
Endostar Paste Fillers without spring (PFN)
Endostar Peeso Reamers

Endostar Gates Glidden

Endostar Spreader Sonic Files

Endostar NT2 Rotary System

Endostar RE Endo Rotary System

Endostar E3 Rotary System (versions: Basic, Small, Big)
Endostar E3 Azure (versions: Basic, Small, Big)
Endostar REvision

Endostar EP Easy Path

Your sincerely,
Digitally signed by
‘,R\““ o Katarzyna
7 <;,g‘/m7% Doroszkiewicz
< Date: 2024.09.24
08:49:03 +02'00"

Medical Devices Certification Specialist

Jowita Dyrda
Deputy Head of the Notified Body No. 2274 for Medical Devices TUV NORD Polska Sp. z 0. o.

Revision History

Date Action

2024/06/13 Initial issue

2024/08/20 Reference to the certificate of conformity to Directive 93/42/EEC
2024/09/24 Correction number of the certificate of conformity to Directive 93/42/EEC:

TNP/MDD/0251/3722/2019 to TNP/MDD/0251/3772/2019
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