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Certificate registration no.:  51512-21-01 EN Certificate valid from: ~ 2024-09-29
Validity of previous certificate: 2024-09-28 @ Certificate valid to: 2027-09-28

(( DAKKS
v I/2I(.:ll(lrtescci?1:(ieerungsstelIe
D-ZM-16029-08-00

DEKRA Certification GmbH * Handwerkstrale 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte Page 10f 2



Annex to the Certificate No. 51512-21-01

.
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KaVo Dental GmbH Bismarckring 39 see page 1 _;.;,.,/1?}‘,"; J ‘
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EU Certificate

for the assessment of the
quality management system
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DEKRA Certification GmbH, Stuttgart
Notified Body ID number: 0124
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Following devices/device categories are included in this certificate:

Class Is

*

Stone Catcher Basic UDI-DI: 07613353039

Class lla

ExtraCorporal Shock Waves therapy systems )
¢ DolorClast SMART20 Device Family Basic UDI-DI: 07613353026

« DolorClast Master Device Family Basic UDI-DI: 0761335 {v"'": |
¢ DolorClast Radial Device Family Basic UDI-DI: ;j;};/,a 34L7
¢ DolorClast Focused Device Family Basic UDI-DI: ’,73/*7//‘/"/%‘ 5| )
¢ DolorClast Handpieces Basic UDI-DI: 076133530461 ‘

Piezo-ceramic Systems for dentistry

e PIEZON 250 Device Family Basic UDIDI:07613353030K)

20 Device Fan s iy
A =
e PIEZON Instruments Family M > /5':‘ 3 ,;r_’) 03700

Air abrasion / air polisher devices ,q /.?. 1'%"-”//’ 77 /
e Ear Basic UDI-DI- 07613353016 i
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EC Declaration of Conformity

according to Annex IV KAVO

Medical Device Regulation 2017/745/EU

L22:

Microsurgery

= A medical device according to relevant national statutory regulations

For detailed description of product and accessories see instructions for use

EC Marking in accordance with
Regulation on medical devices (MDR) 2017/745/EU

Common Specifications
Currently not available

Statement

We declare under our sole responsibility that the products manufactured by us to which this declaration relates
conform to the essential safety and performance requirements in accordance with the provisions of the above
directives and their applicable annexes.

This declaration is supported by the certificate with registration no. 51512-60-00-00 according to the Conformity
assessment procedure of Directive 2017/745/EU, Annex IX.

Notified Body DEKRA Certification GmbH 0124
2017/745/EU Handwerkstrasse 15

70565 Stuttgart
Validity
Issued on 2024-11-05
Valid until 2026-09-28

Senior Director Regulatory Affairs

Quality Assurance

4

1Q1 90085321 T602 V02 Page 2/ 4









EC Declaration of Conformity

according to Annex IV KAVO

Medical Device Regulation 2017/745/EU

Manufacturer KaVo Dental GmbH
B'smarckring 39

88400 Biberach

Germany

www.kavo.com

EUDAMED SRN DE-MF-000006471
Product / REF MASTERtorque LUX
EXPERTtorque LUX

SMARTtorque LUX
SURGtorque LUX

Basic UDI-DI ++EKAVG501Z3
Classification Class lla, Rule 9

Intended use of the product (s)

This medical device is:

= Intended for dental treatment only. All other types of use of or modifications to the product are not permitted and
can be hazardous

= The medical device is intended for the following applications:

- Removal of carious material

- Removal of fillings

- Processing of tooth and restoration surfaces

- Cavity and crown preparations

= A medical device according to relevant national statutory regulations

For detailed description of product and accessories see instructions for use

EC Marking in accordance with

Regulation on medical devices (MDR) 2017/745/EU
Common Specifications

Currently not available

Statement

We declare under our sole responsibility that the products manufactured by us to which this declaration relates
conform to the essential safety and performance requirements in accordance with the provisions of the above
directives and their applicable annexes.

This declaration is supported by the certificate with registration no. 51512-60-00-00 according to the Conformity
assessment procedure of Directive 2017/745/EU, Annex IX.

Notified Body DEKRA Certification GmbH 0124
2017/745/EU Handwerkstrasse 15
70565 Stuttgart

Validity
Issued on 2024-06-03
Valid until 2026-09-28

Senior Director Regulatory Affairs
“Quality Assurance

1Q1 90085321 T501 V01 Page 1/2







EN ISO 13485:2016 + AC:2018 +

DEKRA Certification GmbH hereby certifies that th
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The conformity was adduced with audit report no. 50081-F |

Certificate registration no.:  50081-21-00 Certificate valid from: ~ 2024-04-23

Validity of previous certificate: 2024-04-22 77 Certificate valid to: 2026-06-14
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Annex to the Certificate No. 50081-2

valid from 2024-04-23 to 2026-06-14

The following locations/companies belong to the certificate above:

Headquarters Certified location Scope of certifica \‘\

E.M.S. Electro Medical Chemin de la Vuarpilliére 31 see page 1 TR

Systems S.A. 1260 Nyon ‘
Switzerland i

at the following locations/at the companies at the
following locations

1. Rte. de Champ-Colin 2
1260 Nyon d 2
Switzerland ~_{urology

2. Rte. de Champ-Colin 18 Z
1260 Nyon //

Switzerland /
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