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EU DECLARATION OF CONFORMITY

Name of the manufacturer

Meta Ergonomica S.r.l.

Registered place of business

Via Monte Nero 19, 20029 — TURBIGO (M)

Contact details

+39 331 890280
info@metaergonomica.it

Registration number (SRN)

IT-MF-000028719

THIS DECLARATION OF CONFORMITY IS ISSUED UNDER THE MANUFACTURER'S EXCLUSIVE
RESPONSIBILITY AND AFFIRMS THAT THE DEVICE

Name of product

Device for surgery and dental practice

Brand Osseotouch
Model Magnetic Mallet - Easyroot
Basic UDI-DI 8056182360MEGB

Intended use

Medical devices for surgery and dental practice used to perform a wide range of
surgical operations, through the action of an impulse that plastically deforms the
spongy bone mass allowing the bone compaction, bone expansion and extraction

of teeth and roots for implantation of dental prostheses and for the removal of

the crowns and bridges placed to cover the abutment teeth.

Risk class

Classlla
According to annex VIl of Reg. (UE) 2017/745

Notified Body

TUV Rheinland Italia S.r.l. Via E.
Mattei, 3

20005, Pogliano Milanese (M) Code
1936

Certificate nr. ITH 1344141 1

IS COMPLIANT TO REGULATION (UE) 2017/745.

All documentation supporting this statement is filed with the manufacturer

Place and date

Turbigo, 20/09/2022

Name and Surname

Claudio De Giglio

Role

Legal Representative

Signature

Meta Ergonomica S.r.I- Via Monte Nero 19 — 20029 Turbigo (MI) — Italia — 0331-890280 -0331-1535586
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