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EC DECLARATION OF CONFORMITY

Manufacturer:

Cavex Holland B.V.
Fustweg 5, 2031CJ Haarlem
The Netherlands
SRN: NL-MF-000000423

Declares under our own responsibility that the product(s):

Kulzer Vivida:
- Kulzer Vivida Off. Prophy Pen 6%HPS
- Kulzer Vivida Home Kit 6% HPS
- Kulzer Vivida Pre-Whitening Toothpaste
- Kulzer Vivida Tooth Conditioner
- Kulzer Vivida Home Syringe 6% HPS Refill

GMDN:38785

In compliance with the following standard(s) or other normative document(s):

1ISO28399 Products for external tooth bleaching and other as mentioned in the
Technical Documentation

According to the provisions of

Regulation (EC) 1223/2009
Concerning Cosmetic Products

Device Class

Cosmetic

Haarlem, 22-11-2024 Richard Woortman
Manager Technical Services

This statement of conformity is valid in connection with the release documents for the
respective batch of produced devices.
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EC DECLARATION OF CONFORMITY
Annex: List of Articles

Kulzer Vivida

Article Number | Article Name UDI-DI / L-UDI

66100138 Kulzer Vivida Off. Prophy Pen 6%HPS E241661001380
66100140 Kulzer Vivida Home Kit 6% HPS E241661001400
66100141 Kulzer Vivida Pre-Whitening Toothpaste E241661001410
66100142 Kulzer Vivida Tooth Conditioner E241661001420
66100143 Kulzer Vivida Home Syringe 6% HPS Réfill E241661001430

Haarlem, 22-11-2024 Richard Woortman
Manager Technical Services
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