
EU Declaration of Gonformity

Document lVo.; GB 135 / 03

Manufacturer and Address: SIRONA Dental Systems GmbH
Fabrikstraße 31
6/;625 Bensheim
Germany

Product Category: Digital X-ray imaging system, dental

Medical Device Name: Orthophos E
Orthophos E Ceph

Prod u ct I d e ntif icatio n ( Ref . - N u m be r) : Type D3352

Classification according to Annex tX (93/42/EEC): CIaSS ll b

We declare under our sole responsibility the compliance of the medical device concerned with the
requirements of the Council Directive 93/42/EEC.

An modification to the not authorized will invalidate this declaration.

Valid from manufacturing date: 2020-03-09

The conformity of the full quality assurance system (Directive 93/42/EEC, Annex ll excluding 4)
is certified by:

TÜV SÜD Product Service GmbH
Ridlerstraße 65
80339 München

Germany

The identification number of the notified body for implementation of the procedure is 0123.

The declaration certffies the compliance according to Annex ll of Directive 93/42/EEC.
Conditions of guarantee and liability are dealt within our General Condlions of Sale.

I Dentsply5 Srrono

Sirona Dental Systems pase 1 ot2

Dc varidation & Desisn ':"*IJ|tffffi ru3.'fi'il"";llil'"1*Ii3}il"l5$:i5üll':'Ä:i:i . vaid rrcm: 2o1s-04-01

Bensheim: March 09, 2O2O

Place and

lSionafircl ,ft^(^
[Printed
Group

lPrinted Namel Mr. T. Fabiar
Regulatory Compliance Manager

& lnstruments)

Geil

Bensheim



 
EU Declaration of Conformity 
 

Sirona Dental Systems Page 2 of 2 Bensheim 
 

Copyright  Sirona Dental Systems. All rights reserved. Alle Rechte vorbehalten. 
DC Validation & Design Transfer, Conformity Assesment & Clearance  ♦  Template: PLP_T_0071 ♦ Rev.1 ♦ valid from: 2019-04-01 

 

 
 

Article code Product 
6707488 Orthophos E 
6707462 Orthophos E Pan 
6708429 Orthophos E Ceph  
6707470 Orthophos E individ. 

 

 




