CLR® Irrigator — Instructions for use
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& BEFORE USING THIS PRODUCT, READ THE FOLLOWING INFORMATION THOROUGLY

IMPORTANT!

e These instructions are designed to assist with using this product. It is not a reference for surgical techniques.

e This device was designed, tested and manufactured for single use only.

e Reuse of this device may lead to its failure and subsequent patient injury.

e Reprocessing and/or resterilization of this device may create risk of contamination and patient infection and lead to device failure.
e DO NOT reuse, reprocess or resterilize this device.

DESCRIPTION

The CLR® Irrigator consists of a hand-piece equipped with two trumpet style valves, a nozzle to introduce suction and irrigation, and connecting
lines of tubing, one set designed to attach to a supply of irrigation fluid, and the other designed to attach to a suction source. The valves allow
controlled irrigation and aspiration during a surgical procedure.

The CLR® Irrigator can accommodate gravity fed fluid or fluid pressurized up to 300 mmHg.

INDICATIONS FOR USE

The CLR® Irrigator is intended for the suction and/or irrigation of fluids during medical procedures, including but not limited to suction and/or
irrigation within the thoracic cavity for the management of hemothorax and other thoracic collections.

CONTRAINDICATIONS

e This device is not intended for used except as indicated.

WARNINGS AND PRECAUTIONS

e Procedures should be performed only by medical providers who are trained in surgical techniques and failure modes, precautions, and
corrective actions in the event of failure.

o This device should be connected to a regulated suction source. A negative pressure setting that is appropriate for the clinical use should be
selected. Similarly, the positive pressure selected should be appropriate for the clinical use. In some cases, the positive pressure will correspond
to the height of the column of irrigating fluid.

e This device is provided STERILE and is intended for SINGLE USE ONLY. DISCARD AFTER USE. DO NOT RESTERILZE.

e Do not use products if the packaging sterile barrier is damaged.

e The CLR® Irrigator is DEHP free, not made with natural rubber latex, and is sterilized using gamma sterilization, except as noted.

o Dispose of all used or damaged products using standard hospital practices for biohazard control.

INSTRUCTIONS FOR USE

Inspect all components carefully for any damage that may have occurred during shipment, or where applicable, routine handling. Inspect packaging
marked as sterile and verify that sterile barriers are intact. Do not use if sterile package is damaged or opened.

Follow the steps below for use of the CLR® Irrigator, referring to numbered images on page 1.

*  Open the package using standard sterile technique.

o Check the probe(s) for damage. Dispose of probe if damaged.
A. Nozzle

Irrigation Valve (blue)

Suction Valve (red)

Tubing

Suction Connector

Bag Spike with Tip Protector

mmoo®

aAttach the Tubing to the irrigation bag by removing the Tip Protector from the Bag Spike (step @) and insert the Bag Spike to the irrigation
fluid bag (step@).

eAttach the Tubing to a suction canister by inserting the Suction Connector onto the suction canister inlet fitting.
*  Press the blue valve to gravity prime the unit until fluid exits nozzle and all air has been purged. Priming should occur before attachment
to catheter. Re-prime the unit after spiking each new saline bag.

olnsert the Nozzle into catheter or other catheter connection device.
oTo activate irrigation, press the blue valve.

GTO activate suction, press the red valve.
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