Instructions for Use
Boule Hypochlorite (2%) Cleaner

Intended use

The Boule Hypochlorite 2% Cleaner 500 mL is intended for use with the instrument
systems given below for corrective and preventive cleaning of inlets and tubing in
contact with blood (protein).

IVD

Summary and principles

The Boule Hypochlorite 2% Cleaner is a cleaner containing hypochlorite in a stabilized solution with added surfactants.
The hypochlorite and surfactants will dissolve protein and clots including those attached to surfaces facilitating the
removal during rinsing. The cleaner has the ability to act as a disinfectant, significantly reducing the number of viable
microorganisms. Using this cleaning solution at the stated regular intervals will ensure low background counts (PLT) and
longer time between failures.

Storage and stability

The Boule Hypochlorite 2% Cleaner can be transported at ambient temperature (avoid freezing and allow adaption to
room temperature before use). Prolonged storage above 30 °C may result in lessened cleaning and disinfecting activity of
the product due to degradation of the hypochlorite. Always store the bottles in an upright position to avoid any leakage
from the cap. The cleaner is stable at least up to the expiration date as shown on the label when stored at a temperature of
2-30 °C. Close cap as soon as possible after use.

Instructions for Use
A detailed description of use of the Boule Hypochlorite 2% Cleaner can be found in the

instrument User’s Manuals r ]
Medonic CA 530/620 instruments Medonic M-series instruments [:Ii]
Swelab AC and AC EO+ instruments Swelab Alfa Instruments L a
Exigo instruments Exigo EOS instruments

Quintus instruments

Precautions
e For In Vitro diagnostic use only on instruments as stated above.

e The Hypochlorite 2% Cleaner contains sodium hypochlorite in a concentration that is health and environmentally
hazardous. It is marked with a hazard pictogram. The solution is skin irritating and causes serious eye irritation.
The solution shall be handled with care, and skin"and eyes shall be protected if there is a risk of splashing. Please
read the SDS before use. Since hypochlorite solutions are oxidizing with a basic pH, avoid contact with materials
other than those indicated in the instructions (spills can leave a remaining smell, e.g. on skin, and stains (bleaching)
on clothes etc.)

e This product should not be disposed of in general waste. The cleaner should be disposed of according to local
regulations. When draining remaining solution after full use through the sewage system, always use plenty of water.
The bottle can be recycled after rinsing.

e Solution passing through the instrument during cleaning will be collected and disposed of as a part of the general
waste from the instrument.

e This product is intended for use as supplied. Adulteration by dilution or addition of any materials to the product
invalidates any diagnostic use of the product.

Ordering information and service
For international customers contact your local distributor for orders and support.

REF Description Packaging
1504113 Boule Hypochlorite 2 % Cleaner 500 mL

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spénga, Sweden
E-mail: info@boule.com
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