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INTENDED USE

E N The electrode is applied to the surface of the body to
transmit the electrical signal at the body surface to a

recording and monitoring device that produces an electrocardiogram or

vectorcardiogram.

CONTRA I ICATIONS

None kno
DIRECTIONS FOR USE
Check that the package, the electrodes and the gel are intact; in
case of any damage do not use the product.
If needed, clean application areas with a mild soap and water and
dry Ihorough\f/
For adults only: Clip off hair on excessively hairy areas if necessary.
Only gently abrade if skin impedance is too high.
The correct placement of electrodes is typically determmed by the
hospital/physician and/or local protocol/procedures. WARNIN
Peel the electrode away from the protective liner and place |I on the
skin. Dispose of the protective liner immediately after removal of
el ectrode
Platfee dectrode on the skin bz gently pressmg around the
adhesive edge with a circular smooth and firm motion.
Connect the leadwire from the ECG monitoring device to the
electrode. If the electrode is supplied with a pre-attached leadwire it
may be connected directly to the ECG monitoring device.
Electrode Removal: Gently lift the tab or the edge of the electrode,
maintaining a low profile, and slowly pull off the electrode from the
skin, holding and SJ:pomng down the newly exposed skin as the
electrode is remove: Keep the electrode close to the skin surface
when pulling back over itself. Avoid removing the electrode at 45-
degree angle, to reduce the risk of mechanical trauma.
Gel residue can be removed using paper towels or water.
C\(t)se the bag carefully so that the remaining electrodes do not dry
oul
o As a general precept, replacement of the electrodes is
recommended after 48 hours and mandatory after 72 hours.
WARNINGS
« Surface electrodes should be applied only to intact, clean skin (e.g.,
not over open wounds, lesions, infected, or inflamed areas).
 For single use only. Reuse of the product may cause contamination,
leading to infections.
After removal of electrodes from the protective liner, the protective
liner should be disposed of in assigned waste bin.
Dunng surgical procedures electrodes should be placed as far as
possible from the electro-surgical area to minimize unwanted RF
current flow which could kad to skin burns.
Electrodes should on\){be used by orin consultation with a health
care provider familiar with their proper placement and use.
Do not soak, rinse, or sterilize the electrodes as these procedures
may leave harmful residues or cause malfunction of the electrodes.
To minimize the risk of skin irritation, when replacing electrodes find
anew area of skin on which to p\ace them.

Rx ONLY - CAUTION:
U.S. FEDERAL LAW RESTRICTS THIS DEVICE TO SALE BY OR
ON THE ORDER OF A PHYSICIAI
« The equipment and connection cab\es to be used with these
roducts must comply with the regulations in force.
o not use the products on patients with previous episodes of skin
irritation or contact allergies.
. Igggesleftrodes comply with the biocompatibility standard 1ISO

STORAGE

The product must be stored in the ongmal(fackage atthe
environmental conditions (temperature and relative humidity) specified
on the pouch’s label. Putting external heavy weights on the package,
the product could be damaged.

GENERAL NOTES

If, during the use of this device or as a result of its use, a serious
incident has occurred, please report it to the manufacturer and to your
national authority. For any malfunction or defect of the device, inform
the Manufacturer's Quality Service.

WASTE DISPOSAL

Refuses deriving from health structures must be disposed in according
to the regulation in force.
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