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Device frade name: Metoxit CAM-Blanks

Device common name: CAM-Blanks

Device classification name: | Porcelain Powder for Clinical Use

Legally marketed devices K013230, K051462 - Cercon base
to which the device is K051462 Cercon base colored
substantially equivalent: K050903 XAWEX G100

K022996 Vita YZ cubes
K051705 Ivoclar ZIRCAD
K052130 Vita AL cubes
K062506 Sirona InCoris AL
K001815 DCS DC-Zirkon

Description of the device: Metoxit CAM-Blanks are dental ceramics, composed of yitrium-oxide

stabilized tetragonal zirconium-oxide polycrystals.

Metoxit CAM-Blanks are designed for the manufacturing of substructures
for all-ceramic dental appliances. The dental appliance is machined either
by CAD/CAM machining technique or the copying technique, then sintered
to full density and strength and for the sole use of the particular patients.
Metoxit CAM-Blanks are designed for the use as single tooth restorations
or bridgeworks with up to two pontics in the anterior as well as in the
posterior teeth region.

Intended use of the device: | Metoxit blanks are indicated for use as a substructure for porcelain fused

ceramic fixed dental restorations.
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Technological
characteristics:

Conclusions:

The technological characteristics between the predicate and proposed
devices are identical. There is no difference in fundamental scientific
technology. They are made from the same materials and have the same
intended use.

By definition, a device is substantially equivalent when the device has the
same intended use and the same technological characteristics as the
predicate device.

There are no significant differences between the Metoxit CAM — Blanks
and the predicate devices and therefore, the Metoxit CAM-Blanks do not
raise any gquestions regarding safety and effectiveness.

The Metoxit CAM-Blanks, as designed, are as safe and effective as the
predicate device, and the device is determined to be substantially
equivalent to the referenced predicate devices currently on the market.












