NEONATAL EYE COVER WITH TABS

® DO NOT REUSE

NON-STERILE

@ NOT MADE WITH NATURAL RUBBER LATEX

RX ONLY FEDERAL U.S.A. LAW RESTRICTS THIS

DEVICE TO SALE OR USE BY OR ON THE
ORDER OF A PHYSICIAN OR PROPERLY
LICENSED PRACTITIONER.

IMPORTANT INFORMATION

EE] Please read all instructions, warnings,
and cautions before use. Correct

application is essential for proper functioning

of the product. Use only on the person it was

provided to by a healthcare professional and

only for the use it was intended.

INTENDED USE

The DeRoyal” Neonatal Eye Cover with Tabs is
intended to cover and protect the eyes of an
infant during therapeutic procedures, such as
phototherapy.

AWARNINGS

Ensure the eye cover does not obstruct
the infant’s breathing through the nose or
mouth.

« Securely position the eye cover, ensuring
the eye cover covers the infant’s eyes
completely.

+ Ensure eye cover does not interfere with
any monitoring equipment or treatment of
infant.

PRECAUTIONS
If skin irritation develops, discontinue use.

« This device is for single patient use only.
Itis not intended for disinfection and
subsequent re-use, which may result in
device failure and/or create the risk of
contamination.

+ This device has not been evaluated
for reprocessing or re-sterilization.
Reprocessing or re-sterilization may
damage the device, rendering it unusable
or may lead to device failure, which could
result in patient illness, injury or death.

DIRECTIONS FOR USE

1. Prep infant’s skin with the alcohol pad
provided.

2. Affix an acrylic tab to each side of the
infant’s head, between the ears and eyes.
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Secure firmly.

3. Center the eye cover over the bridge of the
infant’s nose, making sure both eyes are
completely covered. The nose and mouth
should be unobstructed.

4. If eye cover is removed temporarily, hook
and loop tabs may be covered with cloth
tabs.

STORAGE AND TRANSPORT CONDITIONS
DO NOT store product at extreme temperatures
or in a moist/damp environment.
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In addition to the competent authority in the
country where the patient resides, serious
incidents must be reported to DeRoyal
Industries, Inc.

WARRANTY

DeRoyal” products are warranted for

ninety (90) days from the date of shipment
from deroyal as to product quality and
workmanship. DEROYAL'S WRITTEN WARRANTIES
ARE GIVEN IN LIEU OF ANY IMPLIED WARRANTIES,
INCLUDING WARRANTIES OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE.
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Manufactured by:

DeRoyal Industries, Inc.

200 DeBusk Lane

Powell, TN 37849 USA
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