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Identification of the IVD reagent
CyFlow™CLEAN

Intended use

For in vitro diagnostic use only

CyFlow CLEAN is a strong alkaline detergent intended for use as a cleaning agent for the fluidics
of Sysmex Flow Cytometry. It is intended to be used for in vitro diagnostic purposes by healthcare
professionals and properly trained personnel in a laboratory environment.

Components
Sodium Hypochlorite (active chlorine concentration 5.0 %)

Warnings and precautions

1. Follow the warnings and precautions, as described on the product container, package box,
package insert or device's Instructions for Use, to handle the product correctly.

2. Do not use the product if it shows signs of contamination or instability, such as turbidity or
discoloration.

3. Be sure to wear adequate personal protective equipment, such as protective gloves, a
protective mask, protective eyewear, and a lab coat.

4. Avoid direct contact with skin, eyes and mucous membranes. Do not ingest.

5. In case of skin contact, rinse immediately with plenty of water. In case of contact with eyes
or mucous membranes, rinse immediately with plenty of water, and seek medical attention.
In case of ingestion, seek medical attention immediately.

6. Please see the Safety Data Sheet for the country-specific classification.

Danger

H314 Causes severe skin burns and eye damage.

P264 Wash skin thoroughly after handling.

P280 Wear protective gloves/protective clothing/eye protection/face
protection.

P303+P361+P353
IF ON SKIN (or hair): Take off immediately all contaminated clothing. Rinse skin with
water/shower.

P305+P351+P338
IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses,
if present and easy to do. Continue rinsing.

P310 Immediately call a POISON CENTER/doctor.

P501 Dispose of contents/container to a facility in accordance with local and national

regulations.
EUHO31 Contact with acids liberates toxic gas.

Examination procedure
Refer to the device’s Instructions for Use.

Storage and shelf life of unopened product

Store the product at 1-30 °C. Keep away from humidity, direct sunlight and heat. When the
product is properly stored in its sealed container, it is stable until the expiration date printed on
the label.

Storage and shelf life after first opening
Once opened the product is stable for 60 days at 1-30 °C. After opening the product container,
store in the box and avoid direct contact with sunlight.

Limitations of the examination procedure

1. Always use the product within the specified analysis environment for the device. Accurate
analysis results may not be obtained in an environment that does not meet the specified
conditions. Refer to the device’s Instructions for Use for further information.

2. Results may be inaccurate due to interfering substances such as dust, dirt or bacteria growth
in the sample or product.

3. The reliability of the analysis values cannot be guaranteed if the product is used outside the
prescribed intended use.

4. The product must not be used after its expiration date.

5. Do not refill and reuse product containers.

6. Avoid contamination with dust or bacteria after the container is opened. If the product
displays any signs of contamination or instability, as indicated by cloudiness or color change,
it should be replaced.

7. Do not use a product that is suspected to have been frozen.

8. The use of this product is validated on specific devices to optimize product performance and
meet product specifications. Please refer to the Instructions for Use of your device to confirm
that the use of this product is authorized by Sysmex. Sysmex cannot take the responsibility
for patient results obtained from the use of Sysmex products on unauthorized devices. It is
the responsibility of the user to validate modifications to these instructions or use of the
product on devices other than those specified by Sysmex.

Disposal procedures
Disposal procedures for emptied containers, remaining liquids and waste effluents from the
device should meet the requirements of applicable local regulations.

Manufacturer
Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan

Authorized representatives
Americas: Sysmex America, Inc.
577 Aptakisic Road, Lincolnshire, IL 60069, U.S.A.

Product information
CyFlow CLEAN (CFC-500A) 50mLx1

Date of issue or revision
03/2020
Printed in Japan
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In vitro diagnostic medical device
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Manufacturer
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Authorised Representative in the European Community
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Consult instructions for use
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Keep away from sunlight
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By prescription only*
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