EC Declaration of Conformity

according to Article 19 KWO

Medical Device Regulation 2017/745/EU

Manufacturer KaVo Dental GmbH
Bismarckring 39

88400 Biberach

Germany

www.kavo.com

EUDAMED SRN DE-MF-000006471
Product / REF QUATTROcare PLUS 2124 A/ 1.008.3805
Basic UDI-DI ++EKAVG515ZE
Classification Class |, Rule 13

Intended use of the product (s)

The intended use of the KaVo QUATTROcare is for internal cleaning, i.e, purging of old lubricant, for the maintenance
of rotating dental and surgical instruments. KaVo QUATTROcare spray can is a component of the KaVo
QUATTROcare unit and is specifically designed to fit this unit only. The lubricant spray can is unable to be used
manually.

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. 51512-21-01 according to application of a QM
system according to EN ISO 13485:2016 + AC:2018 + A11:2021.

Validity

Issued on / 2024-09-29
Valid until L / 2027-09-28
[/ » -

Klaus Reisenauer

SeniopDirgctor Regulatory Affairs
Quality Assurance
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EC Declaration of Conformity

according to Article 19

Medical Device Regulation 2017/745/EU

Attachment |

KAVO

Compatible medical devices / accessories within the system (Article 22, MDR 2017/745/EU)

Product

KaVo Spray 2112
KaVo Spray 2112 A
KaVo Spray 2112
KaVo Spray 2112 A

KaVo Spray
America 2113
KaVo Spray
America 2113 A
KaVo Spray
Starterset
KaVo Spray
Starterset

KaVo
QUATTROcare plus
Spray 2140
KaVo
QUATTROcare plus
Spray 2140 P
KaVo
QUATTROcare plus
Spray 2140
KaVo
QUATTROcare plus
Spray 2140 P

QUATTROcare plus
Spray
USA & CANADA
2141
QUATTROcare plus
Spray
USA & CANADA
2141 P

Material number

0.411.9630
0.411.9640
1.011.4331
1.011.5721

0.411.9650
0.411.9660
1.013.5234

1.013.5235

1.005.3843

1.005.4525

1.011.4624

1.011.5720

1.005.3844

1.005.4524

BASIS UDI

++EKAVG5162G
++EKAVG5162G
++EKAVG5162G
++EKAVG516ZG

++EKAVG516Z2G
++EKAVG516Z2G
++EKAVG516Z2G

++EKAVG5162G

++EKAVG516ZG

++EKAVG516ZG

++EKAVGS516ZG

++EKAVG5162G

++EKAVG516ZG

++EKAVG516ZG

Classification

Class |, Rule 1
Class |, Rule 1
Class |, Rule 1
Class |, Rule 1

Class I, Rule 1
Class |, Rule 1
Class |, Rule 1

Class |, Rule 1

Class |, Rule 1

Class I, Rule 1

Class |, Rule 1

Class |, Rule 1

Class |, Rule 1

Class I, Rule 1

Legal manufacturer

KaVo Denal GmbH
KaVo Denal GmbH
KaVo Denal GmbH
KaVo Denal GmbH

KaVo Denal GmbH
KaVo Denal GmbH
KaVo Denal GmbH

KaVo Denal GmbH

KaVo Denal GmbH

KaVo Denal GmbH

KaVo Denal GmbH

KaVo Denal GmbH

KaVo Denal GmbH

KaVo Denal GmbH

1Q1 90085321 T515 V06

Page 2/2



