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EU Declaration of Conformity

Doc. No : MDR-DC-035

Rev. No : 2
Manufacturer : Authorized Representative :
DiaDent Group International DiaDent Europe B.V.
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,
Cheongju-si, Chungcheongbuk-do, 28161, Antennestraat 70, 1322AS Almere, the Netherlands
Republic of Korea Tel : 31-36-549-8607, Fax : 31-36-536-7317
Tel : 82-43-266-2315, Fax : 82-43-262-8658
SRN : KR-MF-000023806 SRN : NL-AR-000012597
Notified Body : TUV Rheinland LGA Products GmbH
Certificate : EN ISO 13485:2016 Certificate No. : §$X_2020210-1
Issue date : 2024-05-29 ‘ Expiry date o 2027-06-01
Medical Device
Type of device : ENDODONTIC INSTRUMENTS
Product Name . DIA-GP GAUGE
Model Name . DIA-GP GAUGE , ENDOSTAR ENDOCALIBRATOR
Basic UDI -DI : 88063835GPG4K
GMDN . 64813
Classification

Class I (Rule 1) according to Annex VIII of the Medical Devices Regulation 2017/745

Conformity Assessment
to which this declaration relates,

meet(s) all the provisions of Regulation (EU) 2017/745 ‘of the European Parliament and of the Council on Medical Devices
which apply to it and be carried out according to the Quality Management System EN ISO 13485:2016.

EU Declaration of Conformity is issued under the sole responsibility of DiaDent Group International.

Date of Issuance " 2025-04-25

£
Place of Issuance . DiaDent Group International., Republic of Korea

DiaDent Group International

& 16, Osongsaengmyeong 4-1o, Osong-eup, Heungdeok-gu,

Kab Sun, Lee Cheongju=-si, Chungcheongbuk-do, 28161, Korea
LY Tel:82-43~266-2315 Fax:82-43-262-8658

Quality Management Representative

DiaDent Group International
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