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EC DECLARATION OF CONFORMITY No. 01-EU

We declare under our sole responsibility that the products stated herein are classified as Class lla and meet
the requirements and provisions of the 93/42/EC Medical Devices Directive

MANUFACTURER: TEHNODENT Co LTD
ADDRESS: 1/6 Beryozovaya str., Severnyi, Belgorod region 308570
Russian Federation
WEBSITE: www.tehnodent.org
Email: info@tehnodent.org
Phone: +7 495 11828 73
AUTHORISED REPRESENTATIVE: TEHNODENT GmbH
ADDRESS: Otto-Hahn str. 36, 63303 Dreieich, Germany
Email: info@tehnodent.de
. National Evaluation Center of Quality & Technology in Health
NOTIFIED BODY: SA (EKAPTY S.A)
ID NUMBER: 0653
ADDRESS: 13-15 Smirnis Str., Glyfada, Attica
GREECE
WEBSITE: www.ekapty.gr
Phone: +30 213 2026200
Fax: +30 210 9615464
EC CERTIFICATE NUMBER: 301041498
Current issue date: 24/05/2021
Expire date: 24/05/2024

PRODUCTS: non-active dental devices listed below:

1.021-01-020.016 GLASSYCEM
Radiopaque glass ionomer luting cement (powder-liquid)
1.021-01-035.028 GLASSYCEM

Radiopaque glass ionomer luting cement (powder-liquid)

CONFORMITY ASSESSMENT PROCEDURE: Full quality assurance
CLASSIFICATION: according to MDD 93/42/EEC, Annex IX, Class lla.

Validity: 24/05/2024 7
A —
Place: Severnyi, Belgorod region

Date: 24/05/2021 legally binding signature
Name: Tatiana Kryuchkova
Position: PRRC
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