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DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74

No: EA7-TF-DOC- AKRO7VDTE

Manufacturer:

Everall7 Sp. z o0.0.
ul. Augustéwka 14
02-981 Warsaw (Poland)
Single registration number (SRN): PL-MF-000018646

Authorized EU-representative:

Name of the site, Address of the site — N/A

PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
VDTA116 Villacryl Disk T MONO A1 16 mm | 5
VDTA120 Villacryl Disk T MONO A1 20 mm | 5
VDTA216 Villacryl Disk T MONO A2 16 mm | 5
VDTA220 Villacryl Disk T MONO A2 20 mm I 5
VDTA316 Villacryl Disk T MONO A3 16 mm | 5
VDTA320 Villacryl Disk T MONO A3 20 mm [ 5
VDTB116 Villacryl Disk T MONO B1 16 mm | 5
VDTB120 Villacryl Disk T MONO B1 20 mm | 5
Intended use of the product: | PMMA disc for milling dental arches and teeth in removable dentures

* Classification rules

ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745

Basic UDI-DI

590160212CADTSP

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.
THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied: EN ISO 13485 :2016

EN ISO 14971 :2019
EN ISO 20417:2021
EN ISO 15223-1:2021
EN 1641:2009

EN 1SO 10993-1: 2020
EN 15O 10993-5:2009
EN 15010993-10:2013
EN I1SO 10993-18:2020

Technical standards ref:

1SO 22112:2017- Artificial teeth for dental prostheses

EC certificate:

N/A

Place: Warszawa

Date of issue:  2026-04-27

2 I -
Signature: VP~ Qg'\’ﬁ“"’

Z@niew Raszewski

Quality Assurance and

Regulatory Compliance Manager
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