VRHK Lab GmbH, Germany

EU DECLARATION OF CONFORMITY m C E

We,

VRK Lab GmbH,

address: Holunderweg 18,
D-55442 Stromberg,
Germany,

SRN: DE-MF-000010636,

declare that

the following prophylaxis powders PROFIFLUSS®CX Complex, Basic UDI-DI: 426057052PCXG6
on the basis of sodium bicarbonate with multi-fractional complex composition of particles for
air polishing technology:

PROFIFLUSS®CX Complex, neutral, UDI-DI: 42605705203150, catalogue number 031,
box 24 bottles x 300g UDI-DI: 42605705204157

PROFIFLUSS®CX Complex, lemon, UDI-DI: 42605705203228, catalogue number 032,
box 24 bottles x 300g UDI-DI: 42605705204904

PROFIFLUSS®CX Complex, strawberry, UDI-DI: 42605705203396, catalogue number 033,
box 24 bottles x 300g UDI-DI: 42605705204386

PROFIFLUSS®CX Complex, orange, UDI-DI: 42605705203464, catalogue number 034,
box 24 bottles x 300g UDI-DI: 42605705204454

PROFIFLUSS®CX Complex, black currant, UDI-DI: 42605705203532, catalogue number 035,
box 24 bottles x 300g UDI-DI: 42605705204522

PROFIFLUSS®CX Complex, cherry, UDI-DI: 42605705203600, catalogue number 036,
box 24 bottles x 300g UDI-DI: 42605705204690
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PROFIFLUSS®CX Complex, apple, UDI-DI: 42605705203778, catalogue number 037,
box 24 bottles x 300g UDI-DI: 42605705204768

PROFIFLUSS®CX Complex, mint, UDI-DI: 42605705203846, catalogue number 038,
box 24 bottles x 300g UDI-DI: 42605705204836
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1 https://profifluss-cx.vrklab.de/

Risk Class: |,

are in conformity with the (EU) MDR 2017/745.

Notified body and Certificate: for medical devices of Risk Class | the issuance of Certificates is
provided only if:

- medical devices have measuring functions,

- medical devices are reusable surgical instruments,

- medical devices are placed on the market in sterile condition.

The prophylaxis powders PROFIFLUSS®CX Complex have no measuring functions, are not
reusable surgical instruments, and are placed on the market in non-sterile condition.

That is why the issuance of Certificates for prophylaxis powders PROFIFLUSS®CX Complex is not
provided.

This declaration of conformity is issued under the sole responsibility of VRK Lab GmbH.

Stromberg
24.12.2021

Viacheslav Rubenok
Geschaftsfuhrer
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