Cleaning and Disinfecting the Pump

Between use on different patients, the Sapphire pump and all of its
components need to be first thoroughly cleaned, and then disinfected,
per hospital/medical provider protocol for multiple patient use.
Cleaning and disinfecting the pump involves wiping it with Dispatch®
(Caltech) ready-to-use towels.

Cleaning/Disinfecting Solution Manufacturer

Dispatch® (Caltech) ready-to-use towels Caltech

Virex® Il 256 Diversey

Virox® AHP 5 RTU Diversey L

i

Klor De™ (Chlorine tablets) Concept L8

70% Isopropyl alcohol Generic (any brand . Qi
containing 70% ‘J'
Isopropyl alcohol %
diluted in water) ——

Cleaning and Disinfection: Safety Precautions

Before and during cleaning, adhere to the following safety guidelines and recommmendations:

« Only people who are trained in the maintenance of this type of medical device should clean the
infusion pump.

- Before cleaning/disinfecting the pump, verify that:

« The pump is disconnected from the patient.

« The pump is disconnected from all connections, sets, and accessories.
« The pump is turned Off.

« The pump is disconnected from a power supply

«  While cleaning/disinfecting the pump, do not allow fluid to enter the pump housing, speaker holes,
or battery chamber.

« Do not use aggressive cleaning agents - these can damage the exterior surface of the pump.

« Do not steam autoclave, ethylene oxide sterilize, or immerse any part of the pump in fluid.

« Do not use spray or aerosol cleaners.

« Do not clean or disinfect the pump using liquid household Bleach, as deterioration may occur.

- Dispose of all cleaning/disinfectant materials per laws and regulations for infectious waste disposal.

« The pump is disconnected from a power supply.



g The pump must be completely dried out before connecting it
to a power supply.

Cleaning and Disinfecting Procedure

Cleaning Procedure

The following procedure explains how to clean the pump using
the approved agents (listed above):

To clean the pump:

1. Turn the pump off and unplug the power cord from the pump power socket.

2. Use the appropriate dilution ratio according to the manufacturer's instructions.

3. When the solution is ready, apply the solution on a cloth or sponge, then squeeze so
it won't drip.

4. Wipe the exterior planes areas in back and forth motions, vertically and horizontally
(mainly on the pump housing).

5. The wiping should be applied with normal force, few times on the same locations
(at least twice) verifying complete coverage of the areas to be thoroughly cleaned.

6. Guidelines for cleaning specific pump components are listed in the table below.

7. After the thorough cleaning process is completed, the pump should be dried out for
10 minutes.

8. Wipe the pump with a clean dry cloth.

9. Inspect the device for any visible soil after the cleaning steps (but before the
disinfection steps) to ensure that the device is cleaned between uses prior to
disinfection. If the device has remaining visible soil following cleaning, repeat the
cleaning steps (1through 8 above).

Disinfecting Procedure

The following procedure explains how to disinfect the pump using the approved agents

To disinfect the pump:

1. Perform steps 1-6 specified in the cleaning process above.

2. Replace the cloth or sponge with a new one and repeat steps 3-5 (specified in the cleaning
process above) two more times (a total of 3 cycles).

3. After the disinfection process is completed, the pump should be dried out for 15 minutes.

4. Wipe the pump with a clean dry cloth.

Before using materials other than the products listed above
A for cleaning and disinfecting the Sapphire Infusion pump,

make sure they are listed in Eitan Medical's official approved

list of materials (published at http://www.eitanmedical.com).
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Guidelines for cleaning/disinfecting specific pump components
Guidelines for cleaning/disinfecting specific pump components are listed in the following table.

Component Cleaning Recommendations

Wipe thoroughly with a squeezed sponge.

LCD Screen Avoid scratching the LCD panel. Ensure that
no fluid enters the speaker holes at the top of
the panel.

Thoroughly clean the finger tip of the sensor

Sensor Finger using only a damp cloth or sponge.

This part should be kept free from foreign
materials and dirt. If necessary, use foam swab
moistened with the detergent solution to
thoroughly clean the connector, particularly
around the 4 fingers roots by applying normal
finger force, assuring that the swab reaches all
areas, at least twice.

« Internal White Panel

« Bubble Detector (on the
internal white panel)

« Anchor (on the internal
white panel)

« Locking tooth (on the

internal white panel) Note: Swabbing should be applied in vertical
« P to C connector. Power or horizontal movement, where possible, while
communication connector less accessible areas will be swabbed in a

circular motion (at least 3 bi-directional
rotations clockwise-counterclockwise).

Reprocessing the pump when used by a single patient multiple times

When the Sapphire pump is used by a single patient for multiple times, the pump and all of its
components need to be cleaned first, and then disinfected using 70% Isopropyl alcohol.
The user is required to clean and disinfect the pump in the following conditions (the earlier of the three):

« Every time there is visibly soiled.
+ Once a week.
« After storage at the patient’s home; even if not used.

Cleaning and disinfection instructions
are identical to Cleaning and Disinfecting Procedure on page 2.



