curaplex

Multi-function Defibrillation Pads

Monophasic or Biphasic Compatible
Manual Defibrillation « Cardioversion « Pacing « ECG Monitoring

1. Remove Electrodes from pouch. 2. Ensure skin site is clean and dry.

3. Remove Electrodes from release
liner.

5. Connect electrodes to manual
defibrillator.

4. Apply electrodes firmly to
patient’s skin.

6. Connect ECG leads for demand
pacing only.

7. Apply a new set of electrodes
after: 24 hours on skin or 50

curaplex:

MANUAL DEFIBRILLATOR

defibrillation shocks.
i* < 10Kg / 22lbs

Do not delay therapy if unsure of age or weight. Placement of pads varies
due to patient size. Refer to placement diagram.

DISTRIBUTED BY:

Sarnova HC, LLC's family of companies:
Bound Tree Medical, LLC, Cardio Partners, Inc., Emergency Medical Products, Inc.
& Tri-anim Health Services, Inc.
5000 Bradenton Avenue.
Dublin, OH 43017
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Pediatric Defibrillator Electrodes

Indications For Use (Prescription Use Only)

The HeartSync Infant/Pediatric Radiotranslucent Multifunction Electrodes are indicated for
use in external pacing, defibrillation, and monitoring applications as a non-sterile,
disposable device for single patient use only. The electrodes provide the conductive
interface between the defibrillator and/or the external transcutaneous (noninvasive) cardiac

pacemaker and the patient’s skin. The electrode is ] .
) o . Compatible Manual Defibrillation Models:
intended for use on pediatric patients whose ; )

L ) ) Physio Control: LifePak-15
weight is less than 10 kg. When a patient requires LifePak-20e
defibrillation, cardioversion or external pacing,
these electrodes will be applied to the patient and
connected to the instrument. This device is Zoll Medical: R-Series X-Series
intended for use with defibrillators in manual Propag MD
mode, that are capable of reducing energy below

100 joules. Follow site specific protocols regarding
patient weight and energy delivery. In accordance with American Heart Association (AHA)
guidelines, “It is reasonable to use an initial dose of 2—4 J/kg of monophasic or biphasic
energy for defibrillation. For refractory VF, it may be reasonable to increase the
defibrillation dose to 4 J/kg. For subsequent energy levels, a dose of 4 J/kg may be
reasonable, and higher energy levels may be considered, though not to exceed 10 J/kg. ”
Not intended for AED use.

For Manual Defibrillators:

Manual Defibrillators can be used for monitoring, pacing, cardioversion, as well as
defibrillation. When used for defibrillation, these electrode pads are for treating patients in
cardiopulmonary arrest who are:

e Unconscious,

¢ Not breathing spontaneously

e Without circulation (without a pulse).

The pads are single use and intended to be used in conjunction with a manual external
defibrillator to monitor and deliver defibrillation energy to the patient. The pads are used on
patients less than 10 kg or 22 pounds. DO NOT DELAY THERAPY IF YOU ARE NOT SURE OF
EXACT AGE OR WEIGHT.

Instructions For Use

1.
. Ensure skin site is clean and dry.

. Remove Electrodes from release liner.

. Apply electrodes firmly to patient’s skin.

. Connect electrodes to manual defibrillator.

. Connect ECG leads for demand pacing only.

. Apply a new set of electrodes after: 24 hours on skin or 50 defibrillation shocks.
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Remove Electrodes from pouch.

Warnings

Do not use if conductive polymer gel is dried or damaged.

Misuse of electrodes may cause patient burns.

Do not use if electrodes are damaged.

Not compatible with all models. Check compatibility before use.

Do not use in the presence of magnetic resonance imaging (MRI) devices.

Avoid touching the patient or other conductive material before/during defibrillation to
avoid accidental shock.

Keep electrodes clear of other electrodes or metal parts in contact with the patient.
Electrodes should not be repositioned following application.

Check connector prior to use, do not used if damaged.

Do not use if beyond expiration date.

Cautions

Do not open package until immediately prior to using electrodes.

Electrodes may dry out when removed from packaging and exposed to air.
If electrodes do not adhere properly to patient, apply a new pair.

Do not apply any substance to the skin surface that will leave residue.

Do not apply electrodes over broken or damaged skin.

Do not crush, fold or store package under heavy objects.

Pacing requires separate leads and electrodes for monitoring.

The adhesive foam may be a mild irritant to the skin.

Electrode placement diagrams are suggestion only. Follow hospital protocol.
Pacing, defibrillation or cardioversion may cause reddening of the skin.

Any serious incident that has occurred in relation to the defibrillator electrodes should be
reported to the manufacturer and the competent authority of the state in which the user
and/or patient is established.





