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# INTENDED USE

The Light Check is used for completing system test to monitor the status of MAGLUMI series Fully-auto
chemiluminescence immunoassay analyzer and Biolumi series Integrated System.

B'SUMMARY
The ABEI in the Light Check reacts with the Starter 1+2 to generate a certain light intensity, this process
can be used to check the system is working properly to avoid false results.

H MATERIALS PROVIDED

REF Description Specification

ABEI (N-(4-Aminobutyl)-N-ethylisoluminol )
BSA

130299006M 5x2 mL

The Light Cheek is ready-for-use.

 WARNINGS AND PRECAUTIONS

e For in vitro diaghosticdise.

e For professional usé only.

e Do not use the productdbeyond the expiration date indicated on the label.

o Exercise the normal precautions required for handling all laboratory reagents.

e Avoid ingestion and contact with.skin and eyes, if you unfortunately experience it, please drink or
rinse with plenty of water, and seek emergency medical treatment.

e All waste should be considered potentially infectious and should be disposed of in accordance with
local guidelines.

e Safety data sheets are available on request.

o Note: If any serious incident has eccurred-in relation to the device, please report to Shenzhen New
Industries Biomedical Engineering .€0., Ltd. (Snibe) or our authorized representative and the
competent authority of the Member State in‘which you are established.

l PROCEDURE
Materials Provided
Light Check.

Materials Required (But Not Provided)

Fully-auto chemiluminescence immunoassay analyzer Maglumi 600, Maglumi 800, Maglumi 1000,

Maglumi 1000 Plus, Maglumi 2000, Maglumi 2000 Plus; Maglumi 4000, Maglumi 4000 Plus, MAGLUMI

X3, MAGLUMI X6, MAGLUMI X8, or Integrated System Biolumi-8000 and Biolumi CX8.

Handing

e Carefully open the vial containing the liquid material.

e Prior to use, turn upside down slowly and let it stand for atleast minutes at room temperature.

e Foam must be avoided and cleaned before use.

e Place the Light Check vial into the matched patient rack; make the barcode label of the vial face the
barcode reader of the sample area (refer to operation instructions jlof MAGLUMI series Fully-auto
chemiluminescence immunoassay analyzer and Biolumi series“Integfated System for detailed
information).

e Seal the vial and store the rest of the Light Check at 2-8°C immediately afterbeen used.

Target values for Light Check

e RLU: 450,000-650,000.

e Target values may differ due to analyzer setting; contact SNIBE authorized technician for further
information

[l STORAGE AND STABILITY

e Unopened at 2-8°C: until the expiry date as stated on the labels.

e Opened at 2-8°C: 4 weeks.

e Protect from direct sunlight.

l SYMBOLS EXPLANATIONS

I:IE:I Consult instructions for use “ Manufacturer
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MAGLUMI® and Biolumi®are trademarks of Snibe. All other product names and trademarks are the
property of their respective owners.

Shenzhen New Industries Biomedical Engineering Co., Ltd.
No.23, Jinxiu East'Road, Pingshan District, 518122 Shenzhen, P.R. China
Tel: +86-755-21536601 Fax:+86-755-28292740

E

Shanghai International Holding Corp. GmbH (Europe)
EC | REP |  Fiffestrasse 80, 20537 Hamburg, Germany
Tel: +49-40-2513175 Fax@#49-40-255726
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