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Device Name:

* Trade Name -Vectors Temporary Anchorage System
* Common Name - Orthodontic Implant Screw
* Classification Name - Implant, Endosseous Dental, per 21 CFR § 872.3640

Devices for Which Substantial Equivalence is Claimed:

* Medicon eG, Aarhus Anchorage System
* Dentaurum, Tomas Pin
* Imtec Corporation, Ortho Implant
* Mondeal Medical Systems, Lomas Quatt'ro

Device Description:

The Vectors Temporary Anchorage System consists of sterile, single-use titanium screws
that are available in 6, 8, 1 0, and 12mm lengths which are designed to aid in dental
movement by providing a rigid skeletal fixation point. They are inserted into the bone
and serve as a temporary anchor for various orthodontic tooth movements. The self-
drilling thread design allows for easy insertion and removal with the use of the system's
driver. The product is sterilized using gamma radiation.

Intended Use of the Device:

The Vectors Temporary Anchorage System is intended to serve as a fixed anchorage point
for attachment of orthodontic appliances to facilitate the orthodontic movement of teeth.
The device is used temporarily and is removed after orthodontic treatment. The screw is
sterile and is intended for single use only.

9
Sybon Dental Speciatties 100 Bay-view Circle, Suite 6000Newport Beach, CA 92660-8915 800.537.7824 949.255.8700 www.sybrondentalxcom



Substantial Equivalence:

The Vectors Temporary Anchorage System is substantially equivalent to other legally
marketed devices in the United States. The Vectors Temporary Anchorage System is
composed of the same material and is substantially equivalent in application and function
to the Aarhus Anchorage System Screws, Tomas Pin, Ortho Implant and Lomas Quattro
marketed by Medicon eG, Dentaurum, Lmtec Corporation and Mondeal Medical Systems,
respectively.
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