
EU Declaration of Gonformity
Document No.: SDS_EU_DoC_MDR_1 1 1_37

lntended Purpose

The intended use of straight and contra-angle handpieces is to transmit the torque from a dental motor to a dentat instrument (tike a
bur), handled by trained dental personnel in dental practices and laboratories.

We declare under our sole the compliance of the medical concerned with the
requirements of the Council Regulation 2UT44S/EU

modification to the will invalidate this

Valid from manufacturing date: 2023-12-05

The declaration certifies the compliance according to Annex t of Regulation 2017n45/EU.
Conditions of guarantee and liability are dealt within our Genera! Conditions of Sa/e.

s Bfislis'u

Manufacturer and Address: SIRONA Dental Systems cmbH
Fabrikstraße 31
64625 Bensheim
Germany

SRN: DE-MF-000000029

Medical Device Name: Straight and contra angle handpieces

Basic UDI-Dl: ++E276ContraangleVo1 HJ

Classification according to Annex Vlll (2017/745/EU): Class lla, Rule 9

Common Specifications: None

The of the full quality assurance 2017/745/EU, Annex is certified by:

fUV SUD Product Service GmbH
Ridlerstraße 65
80339 München

Germany

Certificate lD:
Gl0 031247 0089 Rev. 01

The identification number of the for of is 0123.

Bensheim: 2024-02-16

Place and date

{'lJ 
"

Niels Plate
Vice President

Wolfram Müller

Sirona Dental Systems pase 1 or 2

Dc va,idation & Dosisn,?:lJi:?,'i3"?iHö?::g;::1"flä#li'"'1":"r"#ä"fl:""$:?:."."Jä:[f] o va,id from: 2020-07-01

Bensheim



EU Declaration of ConformitY
Document No.; SDS-EU-DoC-MDR-1 1 1-37

Product Models / Types and ldentification (Ref.-Number):

I Den[spiyD Srrono

REFName

T1 Energo 1:5 L

Tl Energo 1:1 L

Tl Energo 5:1 L

T2 Energo 1:5 L

T2 Energo 1:1 L

T2 Energo 5:1 L

T3 Energo 1:5

T3 Energo 1:1

T3 Energo 5:1

Tl Energo S 1:5 L

Tl Energo S '1:'1 L

Tl Energo S 5:1 L

681 2056

681 2064

6812072

681 2080

681 2098

681 21 06

6812114

6812122
681 21 30

6812148

681 21 55

681 21 63

Midwest@ Tl Energo S '1:5 L

Midwest@ Tl Energo S 1:1 L

Midwest@ Tl Energo 1:5 L

Midwest@ Tl Energo '1:1 L

Midwest@T1 Energo 5:1 L

Midwest@ T2 Energo M 1:5 L

Midwest@ T2 Energo 1:5 L

Midwest@ T2 Energo 1:1 L

Midwest@ T2 Energo 5:1 L

REF

6814680

6814698

681 9796

681 9804

681 981 2

6814656

681 4664

6814672
681 9820

MidwestNr
875305

87531 0

87531 5

875320

875325

875401

875415

875420

875425

Sirona Dental SYstems Pase2orz
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