[:EI Pag Supply Instructions for Use: Orthodontic Wires

Intended Use - General

Orthodontic wires, bands, brackets and tubes are meant to be used together to create a system that
applies force to a patient’s teeth in order to move them into proper alignment. Each has a specific use
and each has multiple variations to accommodate the variety found from patient to patient in both size
and application. Pg Supply offers orthodontic wires and springs.

Intended Use - Orthodontic Wires
(/ !h \ 4 : fi wa‘ Orthodontic wires are used to deliver force on the teeth to move them from
malposition to an intended correct position. Other uses of orthodontic wires
g are stabilizing teeth which are in good position. Loops, and springs can also
o be made with the orthodontic wires to deliver lighter and longer acting force.

Use of Product
Orthodontists determine the appropriate devices and materials for each stage of the patient’s treatment.

Wires and orthodontic brackets are intended for single use only. Re-use of items will not generate the
forces needed to move teeth according to the treatment plan that the doctor has established.

Manufacture

All products are manufactured out of stainless steel, titanium or nitanium wire or strip. They are formed,
stamped and may go through a series of secondary operations (heat treat, weld, etc.) to achieve the
necessary configurations.

Product Information

Identifies the company listed as the manufacturer.

Identifies the authorized representative in the European Community

The catalog / part number.
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LoT The batch code.

Warning Orthodontic wire devices are intended for Single Use Only. Reuse of an
orthodontic device may impair product performance.

Warning This product contains nickel and should not be used by or for individuals with an
allergic sensitivity to nickel.
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Date of Manufacture.
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Use by Date.
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Instructions For Use.
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Precaution Orthodontic Wire Devices have not been evaluated for compatibility in an MRI environment

Storage and Handling: Orthodontic devices are sold non-sterile. They may be single or bulk packed. No
special storage conditions are required.
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Incident Reporting: Any serious incident that has occurred in relation to these devices should be
reported to Pg Supply (contact info. below) and the competent authority of the Member State in which the

user and/or patient is established.

Additional Information: Refer to the Pg Supply website and or sales literature. www.pgsupply.com

Pg Supply

26 Freedom Drive
Collinsville, Ct 06019
USA

(860) 673-4155

EC

REP

EC Certification Service
GmbH Sandgasse 39a, A-
9300 St. Veit/Glan Austria
43 42 126094
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