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Premier Disposable Face Shields

Single-Use, Non-Sterile

Non-sterile

‘
PPy

AT“ Store in cool, dry place

Single-use

®

Manufacturer:

Premier® Dental Products Company
1710 Romano Drive, Plymouth Meeting, PA 19462 US.A.
(888) 670-6100 - (610) 239-6000 + premierdentalstore.com
Made in PRC

Intended Use: It is intended to act as physical barrier for use in
healthcare delivery environments to prevent direct contact with
splashed/aerosolized fluids.

Indications for Use: Face Shields are Personal Protective
Equipment (PPE) designed for facial area (eyes, nose,
mouth) protection from splashes, sprays and splatters

of body fluids.

Device Description: Premier Disposable Face Shields have an
optical quality, anti-fogging, frontal and side face covering
plastic lens, which is mounted on a foam forehead cushion and
fitted securely with elastic retaining band.

Contraindications: Minor injuries or abrasions in the forehead.

WARNINGS:

* Not intended to act as substitute for prescription/non-
prescription eyeglass lenses or contact lens.

* Device is not flame resistant or not intended to provide
protection against flames or sparks.

* Not for protection against noxious odors or fumes.

* Not for protection against radiation.

* Not intended to protect against UV rays.

* Not for recreational use.

CAUTION: Discontinue device usage, if the user has
shown hypersensitivity or an allergic reaction to any of
the materials listed.

PRECAUTIONS:

* Single-use, disposable device. Do not clean or sterilize.

* Do not use if the package is broken/damaged, prior to use.

* Prior to use, inspect the device and its components for breaks,
cracks and scratches.

* Replace the device, if any sign of breaks, cracks and scratches
are noticed.

 Sanitize hands and wear medical grade gloves, prior to
handling device.

* Recommended to wear medical-grade face mask and/or
eyewear underneath the face shield.

Contents:
e [tem #1070000-PK20 (20 Shields/Box)
* [tem #1070000-PK50 (50 Shields/Box)

Body Contacting Materials:

Face Shield Lens — Polyethylene Terephthalate
114" x 82" (290mm x 210mm) (PET)

Face Headband -
94" x12"12"
(240mm x 30mm x 30mm)

Polyurethane Foam

Elastic Retaining Band —

114" 82" (290mm x 210mm)  nitted Polyester (PE)

Directions for Use:

* Sanitize hands prior to handling device. Perform hand
hygiene.

* Remove the Face Shield from protective polybag.

e Carefully remove protective film from both sides of Face
Shield lens.

* Do not lay the Face Shield directly on a flat surface, since the
surface may scratch the Shield.

 Position the foam forehead cushion and elastic retaining
band on the head in a comfortable position.

* Ensure the device securely fits, it should cover forehead,
extend below chin and wrap around side of face.

* Adjust Face Shield to a comfortable distance from the nose
for improved ventilation.

e After usage or exposure, dispose the device as Biohazardous
waste per facility or institutional guidelines/procedures.

Cleaning & Sterilization: Premier Disposable face shields
are not sterile or not intended to be cleaned or sterilized/
reprocessed.

Storage:

* Always store the Face Shields in original protective packaging,
prior to usage.

* Device storage and handling temperature should not exceed
(377°C)100° F.

 Extra care should be taken while handling and avoid the
Face Shields from coming into contact with aggressive or
caustic solutions.

Shelf Life: Premier disposable Face Shields have shelf life of two
(2) years.

Disposal: Device should be disposed with medical waste in
accordance to facility or institutional guidelines/procedures.

Warranty: Premier Disposable face shields are warranted for
three (3) months, guaranteed against defects in workmanship
and materials. Warranty is void if the device is subjected to
improper use or intentional damage.
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