OvertureTi Knee Resurfacing System® Single Use Instruments INSTRUCTIONS FOR USE

DESCRIPTION

The OvertureTi Knee Resurfacing System Single Use Instruments are designed to be used in
the sizing, spacing, and delivery of OvertureTi Knee Resurfacing System Implants. The
OvertureTi Knee Resurfacing System Single Use Instruments are provided gamma sterilized
and intended for single-use.

MATERIALS

Symbols Glossary
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Instrument Kit Material
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Indicates the manufacturer’s
catalogue number so that the medical
device can be identified.

Ultem HU2300, 17-4 PH
Stainless Steel Per ASTM F899,
304 Stainless Steel, 420J2
Stainless Steel

Femoral Oblong Instrument Kit

wn
pd

Indicates manufacturer's serial number
so that a specific medical device can be
identified.

Femoral Round Instrument Kit Ultem HU2300, 17-4 PH
Stainless Steel Per ASTM F899,
304 Stainless Steel, 420J2

Stainless Steel

Indicates date after which the medical
device is not to be used.

Indicates medical device manufacturer.

Tibial Instrument Kit Ultem HU2300, 304 Stainless

Steel, 420J2 Stainless Steel

Ell A e

Indicates quantity provided

Universal Sizing Kit Ultem HU2300

Indicates used via prescription only

DETAILED DIRECTIONS FOR USE

Step-by-step instructions on how to use the OvertureTi Knee Resurfacing System Single Use
Instruments are provided in the Overture Orthopaedics’ OvertureTi Knee Resurfacing System
Single Use Instrument Surgical Technique Guide.

WARNINGS

. The OvertureTi Knee Resurfacing System Single Use Instruments should not be used
in patients with severe osteoporosis.

. Remove instruments from packaging using sterile technique.

PRECAUTIONS

. Use of the OvertureTi Knee Resurfacing System Single Use Instruments should only

be undertaken after the surgeon has become thoroughly knowledgeable about knee
anatomy and biomechanics; has had experience with partial knee replacement; and
has had sufficient training in the use of this device.

. Carefully inspect instruments for damage prior to use.

. If instruments are found to be damaged, contact the manufacturer.

STERILIZATION

All OvertureTi Knee Resurfacing Single Use Instruments are provided sterilized. Do not re-
sterilize or re-process the instruments. Do not use the instrument kit if packaging appears
damaged or open. Do not use the instrument kit if expired.

STORAGE
Sterilized Instrument kits should be stored at temperatures between -30°C-60°C and
between 15% and 90% relative humidity.

FURTHER INFORMATION
. The surgical technique contains further information on the OvertureTi Knee

Resurfacing System Single Use Instruments and may be obtained by contacting
Overture Orthopaedics or visiting overtureortho.com

. OvertureTi Knee Resurfacing System Single Use Instruments should only be used with
OvertureTi Knee Resurfacing System Implants.
. Refer to OvertureTi Knee Resurfacing System Implants IFU for OvertureTi Knee

Resurfacing System contraindications, potential adverse events, and warnings.

Manufactured by Overture Orthopaedics Inc.
5 Peters Canyon Road, Suite 160 | Irvine, CA 92606 | 949-889-3784

CAUTION: USA law restricts this device to sale by or on the order of physician.

Overture Orthopaedics

STERILE| R

Indicates the medical device that has
been sterilized using irradiation.

o | N o

Indicates the medical device that is not to
be resterilized.

Indicates the medical device is intended
for one single use only.

10

Indicates user to consult the instructions
for use and the instructions for use are
available in an electronic format.

11

G

Indicates the medical device that should
not be used if the package has been
damaged or opened.
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