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Reprocessing

Reprocessing includes cleaning, disinfection
and sterilization. For information regarding
assembly and disassembly as well as possible
number of repeated reprocessings see the
Instructions for Use (IFU) of the specific device.

CAUTION: This manual describes the cleaning,
disinfection and sterilization of reusable
products manufactured by Atos Medical AB.
It is not intended to be used to reprocess single
use devices or single patient use devices. Nor is
it intended to be used for devices manufactured
by another manufacturer than Atos Medical
AB. Failure to comply may cause product
malfunction and serious patient injury.

Preparation for reprocessing
immediately after use

Disassemble the device according to its [FU
prior to reprocessing. In order to remove
gross debris, the device should be flushed in
cold water (10°-20°C/50°-68°F) with e.g. a
shower gun in a deep sink immediately after
use. Always ensure an optimal flush - too high
flow could create infectious aerosols. Water of
a temperature higher than 40°C/104°F should
not be used since it could disable the removal
of proteins. The device should be cleaned at the
reprocessing facility within 24 hours after use.



Precaution

Only use recommended detergents/
disinfectants. Some detergents/disinfectants
may weaken, damage or destroy the product
while others may be absorbed by the product
causing the patient to experience adverse tissue
reactions. Reprocessing by other methods
and with other detergents/disinfectants than
those recommended below is under the sole
discretion of the user. Always ensure that the
disinfectant chosen does not disable further
removal of proteins.

Cleaning and disinfection
General

The purpose of the cleaning is to remove debris
from the device. Cleaning and disinfection can
be done both manually and in an automatic
washer-disinfector. The device should be
positioned in the washer-disinfector as to
achieve the most efficient flushing. This also
applies for manual cleaning.

Cleaning validation has shown that the
drinking water flow during rinsing should be
at least 2 liters/minute.

The device has been validated with and
tested to withstand the following alkaline
detergent containing sequestering agent:

+ Suma Med Super LpH® (Johnson Diversey)
and the following enzymatic detergent:
* 3E-Zyme® (Medisafe)



The purpose of the disinfection is to reduce

the number of microorganisms on the device.
The device has been validated with and

tested to withstand the following chemical

disinfectant:

* Gigasept® Instru AF (Schiilke&Mayr)

Validated cleaning and disinfection procedures
are described below:

Cleaning and disinfection procedure

The device can be cleaned and disinfected by
using a washer-disinfector (A) or by manual
cleaning and disinfection (B). Disinfection can
be performed either chemically or thermally.

A. Washer disinfector

1. Flush the device with cold (10°-20°C)/
(50°-68°F) drinking water for 1 minute.

2. Flush the device with 25°C/77°F drinking
water for 1 minute.

3. Clean the device for 10 minutes at
the temperature and concentration
recommended by the cleaning agent
manufacturer.

4. Rinse the device thoroughly with 35°C/95°F
drinking water for 1 minute. Repeat
the rinsing with drinking water twice
(3 rinsing’s in all).



5. Disinfection
Disinfection can be performed either
chemically or thermally.

5.1 Chemical disinfection
1. Disinfect the device chemically at the
concentration, temperature and time
recommended by the manufacturer of the
disinfectant.
2. Rinse the device thoroughly with
35°C/95°F drinking water for 1 minute.
Repeat the rinsing with drinking water
once. Perform a final rinse for 1 minute
with high-purity water, e.g. distilled water.
5.2 Thermal disinfection
Rinse the device with water of a temperature
of at least 90°-95°C/194°-203°F for
1 minute. Ensure that the rinse is performed
with high purity water e.g distilled water.

6. Let the device dry at 75°C/167°F for
30 minutes. If necessary, continue drying
at room temperature in an area with no
risk of contamination until the device is
completely dry.

7. Inspect the device with regards to residues
left after cleaning and disinfection visually
or e.g. in a microscope. Lumens could
be tested with a fast protein test like the
ninhydrin and pyromol test. If the device
is not visually clean, repeat cleaning and
disinfection. Ensure mechanical integrity
of the device before sterilization.



B. Manual cleaning and disinfection

1.

Pre-soak the device in cold (10°-20°C)/
(50°-68°F) drinking water for 10-20
minutes. Remove debris by flushing the
device with 25°C/77°F drinking water
for 1 minute.

Immerse the device in a cleaning solution
at the temperature and concentration
recommended by the cleaning agent
manufacturer for 10-20 minutes. Clean
thereafter mechanically for 5-10 minutes
by using a soft bristled brush and/or a
sponge. All surfaces should be cleaned
mechanically.

Rinse the device with 35°C/95°F drinking
water at a flow rate of at least 2 liters/minute
for 3 minutes.

Disinfection

Disinfection can be performed either
chemically or thermally.

4.1 Chemical disinfection

1. Disinfect the device by immersing
it in a chemical disinfectant solution at
the concentration, temperature and time
recommended by the manufacturer.

2. Rinse the device with 35°C/95°F drinking
water at a flow rate of at least 2 liters/minute
for 2 minutes. Repeat the rinse for 1 minute
with high-purity water, e.g. distilled water.

4.2 Thermal disinfection

Immerse the device in water that is
90°-95°C/194°-203°F for 1 minute. Ensure
that the disinfection is performed with
high-purity water e.g. distilled water.



5. Letthe device dry at room temperature in
an area with no risk of contamination until
the device is completely dry.

6. Inspect the device with regards to residues
left after cleaning and disinfection visually
or e.g. in a microscope. Lumens could
be tested with a fast protein test like the
ninhydrin and pyromol test. If the device
is not visually clean, repeat cleaning and
disinfection. Ensure mechanical integrity
of the device before sterilization.

Sterilization

The device has been tested to withstand steam
sterilization. Make sure that the device has
been cleaned, disinfected and is completely dry
prior to sterilization. Ensure that the device is
assembled/disassembled according to the IFU
of the device. Put the device in sterilization
pouches permeable for steam and air.

Dynamic air-removal steam sterilization
procedures have been validated with the
overkill method described in EN ISO 17665-1.
Accordingly, the recommended sterilization
times below are twice the sterilization times
used in the validation.

Sterilization at 121°C/249.8°F for 25 minutes
after performing three 4 minutes vacuum pulses
with depths of 0.06 bar.

Sterilization at 134°C/273.2°F for 3 minutes
after performing three 4 minutes vacuum pulses
with depths of 0.06 bar.



In order to achieve dry devices, drying after
sterilization was performed for 8 minutes at
a temperature of at least 80°C/176°F during a
pressure reduction down to 0.04 bar.

The steam used was of grade according to
SS-EN 285.

Disposal

Always follow medical practice and national
requirements regarding biohazard
when disposing of a used medical device.

Date of printing

See version number on the back cover of this
manual.

User assistance information

For additional help or information please
see back cover of this manual for contact
information.

Reporting

Please note that any serious incident that has
occurred in relation to the device shall be
reported to the manufacturer and the national
authority of the country in which the user
and/or patient resides.
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Caution, consult instructions for use

plastadl Olodlss galy cdsis

Instructions for use
phastawdl Sloslss
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