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Labelling Symbols

® Donotreuse  QTY Quantity
Caution! See Use by
instructions Date
for use
@ Do not use if I Manufacturer
package is
damaged
6" Do not -E Catalogue
re-sterilize number
using radiation
Temperature  |LOT| Batch code
limits
@ Not made
'STERILE with natural
n rubber latex

Rx ONLY
Sterilized using E-Beam

Caution: Federal law (USA)
restricts this device to sale
oron the order of a
physician.
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HALOGuard\"

PROTECTIVE DISC
WITH CHG

STeRLE R ]

ATTWILL Medical Solutions
925 Development Drive, Lodi, WI
53555 www.ATTWILLmedical.com

To order products (customer service) in USA,
call 1-608-592-6925.

For technical or product support, or any
concems, call 1-608-592-6925.

©2020 ATTWILL Medical Solutions. All rights
reserved. HaloGUARD is a trademark of ATTWILL
Medical Solutions
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CONTRAINDICATIONS, WARNINGS AND
PRECAUTIONS

HaloGUARD™ Protective Disc with CHG
is intended for prescription use by
clinicians and healthcare practitioners in a
healthcare setting, as a sterile, single use
disposable device.

Do not use HaloGUARD™ Protective Disc
with CHG on premature infants. Use of
similar products on premature infants has
resulted in hypersensitivity reactions and
necrosis of the skin.

The safety and effectiveness of
HaloGUARD™ Protective Disc with CHG
has not been established in children under
22 years of age. Use with pediatric
populations is not recommended.
Although it is not likely that other drugs or
substances will interact with CHG as found
in HaloGUARD™ Protective Disc with
CHG, the clinician should verify if any
medicines, vitamins, herbal products or
other substances used by the patient may
interact with CHG before using
HaloGUARD™ Protective Disc with CHG.
For external use only. Do not allow this
product to contact the eyes, ears, mouth,
or mucous membranes.

Do not use HaloGUARD™ Protective Disc
with CHG directly over a burn injury or on
patients with a known sensitivity to CHG.
Hypersensitivity reactions associated with
the topical use of CHG have been reported
in several countries. The most serious
reactions have included anaphylaxis.

Do not use HaloGUARD™ Protective Disc
with CHG if patient is allergic to CHG.
CHG may cause severe allergic reactions
including wheezing, difficulty breathing,
hives, shock, rash and facial swelling.
Patient should stop use of HaloGUARD™
Protective Disc with CHG if irritation,
sensitization, or allergic reaction occurs as
these may be signs of a serious condition.
Adverse reactions to CHG such as
dermatitis, hypersensitivity, and
generalized allergic reactions are rare, but
if any such reactions occur, discontinue
use of the dressing immediately.
HaloGUARD™ Protective Disc with CHG
is not intended to treat infections. Clinical
studies on CHG to evaluate reduction in
infections have not been performed.
HaloGUARD™ Protective Disc with CHG
is not intended to be used as a treatment
of percutaneous device-related infections.
Caution: Federal (USA) Law restricts this
device to sale by or on the order of a
physician.

.

.

« HaloGUARD™ Protective Disc with CHG
is intended for single use. DO NOT
REUSE as it may create risk of patient
infection, loss of essential design and
material attributes of the device,
compromise structural integrity, and may
lead to device failure, patient injury, illness
or death.

STORAGE AND HANDLING
INFORMATION:

« Do not re-sterilize HaloGUARD™
Protective Disc with CHG using radiation.
HaloGUARD™ Protective Disc with CHG
is supplied sterile. Each unit package
contains a single disc for single use only.
Do not use if the package is opened or
damaged. Do not use if seal is broken or
compromised.

Store between 15°C and 30°C (59°F and
86°F) in its original packaging.

After use, handle and dispose of all
unused product and packaging in
accordance with accepted medical
practice and applicable local, state, and
federal laws and regulations. Discard any
open and unused portions of the device.
NOTE: HaloGUARD™ Protective Disc with
CHG may appear yellow in color. This
coloration does not reduce the
antibacterial efficacy of the dressing.

SUMMARY OF SAFETY AND
EFFECTIVENESS

HaloGUARD™ Protective Disc with CHG
has undergone applicable in vitro,
biocompatibility, sterility, and performance
testing for safety and effectiveness.

AVERAGE CONCENTRATION PER DISC

N’:?:be;r Description CHG(:I;Oum
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