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HISCL™ Substrate Reagent Set

PRODUCT NAME
HISCL™ Substrate Reagent Set

INTENDED PURPOSE
For In Vitro Diagnostic Use
See package insert for each assay kit.

METHODOLOGY AND PRINCIPLE OF THE METHOD
See package insert for each assay kit.

COMPOSITION

1. HISCL R4 Reagent

2. HISCL R5 Reagent

CDP-Star ™:Disodium 2-chloro-5-(4-methoxyspiro{1,2-dioxetane-3,2'-
(5'-chloro)-tricyclo[3.3.1.1*7]decan}-4-yl)-1-phenyl
phosphate 0.48mM

WARNINGS AND PRECAUTIONS

1. Use the kit according to the method stipulated in the package
insert. The reliability of results cannot be guaranteed if the kit is
used with a method or for a purpose other than those stipulated.

2. Avoid contact of these reagents with the skin or eyes. (R4 reagent
contains sodium azide, and R5 reagent is an alkaline solution with
pH9.6.)

3. Do not use the reagents once they have frozen, since they may
exhibit deterioration.

4. In case of contact with the eyes, mouth, or hands, perform
emergency treatment such as washing with a large quantity of
water. If necessary, consult a physician.

5. Do not use the reagent bottles, etc. for other purposes.

6. Prevent contamination of alkaline phosphatase in saliva or on skin.
To prevent absorption of excess CO2, do not remove R5 reagent
from the instrument until its bottle is emptied and requires
replacement.

PROCEDURE

Install reagent bottles according to the instruction manual for the
analyzer.

Perform procedures according to the package insert for each assay
kit.

STORAGE AND SHELF LIFE AFTER OPENING

Store at 2-8°C. The shelf life is 30 days after opening.

INTERNAL QUALITY CONTROL

See package insert for each assay kit.

CALCULATION OF ANALYTICAL RESULTS AND
REFERENCE INTERVALS

See package insert for each assay kit.

PERFORMANCE CHARACTERISTICS AND LIMITATIONS
OF THE METHOD

See package insert for each assay kit.

REAGENT PREPARATION
All reagents are ready-to-use.

SPECIMENS
See package insert for each assay kit.

PROCEDURE FOR DISPOSAL

1. R4 reagent contains sodium azide. Since sodium azide reacts with
lead tubing and copper tubing to generate metal azides which can
explode, use a large quantity of water when disposing it.

2. Incinerate used reagent bottles, or dispose of them as medical
waste or industrial waste according to the rules stipulated for
waste materials.

LITERATURE REFERENCES
See package insert for each assay kit.
MANUFACTURER

Sysmex Corporation

1-5-1 Wakinohama-Kaigandori, Chuo-ku,

Kobe 651-0073, Japan
AUTHORIZED REPRESENTATIVE/DISTRIBUTOR
Asia-Pacific:  Sysmex Asia Pacific Pte Ltd.

9 Tampines Grande #06-18, Singapore 528735

PRODUCT INFORMATION

HISCL Substrate Reagent Set (NBS-900A)

HISCL R4 Reagent 40 mL x 1 bottle per box

HISCL R5 Reagent 70 mL x 1 bottle per box
TRACEABILITY OF CALIBRATORS AND CONTROL
MATERIALS

See package insert for each assay kit.

DATE OF ISSUE OR REVISION
02/2017
Printed in Japan

Catalogue number 2 Use by

In vitro diagnostic LoT

medical device Batch code

Manufacturer
Consult instructions for use

Temperature limitation
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