BioCLIA System Substrate

Cat. No. GTIN Code Kit Size

MY00405 06924030405205 4 X 600 Tests

INTENDED USE

The BioCLIA System Substrate is a common reagent
intended for enhancing chemiluminescence based on
alkaline phosphatase (AP) immunoassay system on the
BioCLIA 6500 and BioCLIA 500.

For professional in vitro diagnostic use only.

DETECTION PRINCIPLE

AMPPD solution is stable under storage condition. It
will be catalyzed by alkaline phosphatase (AP) and
produce a kind of unstable intermediate. This
intermediate will immediately decay into small
molecules and along with photons emitted. This
chemiluminescent intensity is positively correlated to
the amount of AP reacted, and the analyte
concentration can be calculated by determining the
relatively luminescent unit (RLU).

MATERIALS SUPPLIED

e Ready to wuse AMPPD solution (3-[2-
spiroadamatane]-4-methoxy-4-[3-phosphoryloxy]-
phenyl-1, 2-diox).

Preservatives: NaN3 < 0.1%.

WARNINGS AND PRECAUTIONS

. For professional in vitro diagnostic use only.

. Do not use any reagents beyond their expiration
dates.

. Instructions must be carefully followed for

reagent use and storage. Any modification in
procedure may interferes with the results.
Contaminated vials/cuvettes must be handled
strictly with safety guidelines or rules of
biological hazards to ensure the safety of users
and environment.

. This product contains chemical components.
Avoid ingesting or splashing onto skin and
mucous membrane. If direct contact with the
reagent happens, rinse the contact area with
plenty of water immediately and see a doctor if

necessary.

Precautions: @

. NaNs is added in the reagent at concentration

less than 0.1%.

. Any serious incident that has occurred in relation
to the device shall be reported to the
manufacturer and the competent authority of
the Member State in which the user and/or the
patient is established.

STORAGE CONDITIONS
. Store the kit at 2-8 °C.

. It is stable until the expiration date when stored
and handled as directed.

. Opened reagents or onboard reagents may be
used for 28 successive days (1 -25 °C). The
software of the BioCLIA instruments monitors
the onboard (in-use) expiration of the reagent
cartridge. The system will not allow use of a

reagent which has expired.

ASSAY PROCEDURE

Detailed information about operating the BioCLIA
instruments can be taken from the Instrument User’s
Manual.

Note that, it is important to perform all routine
maintenance procedures for optimal performance.
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HOB Biotech Group Corp., Ltd.
‘ C6 Building, No. 218 Xinghu Road, Suzhou Industrial Park,

Suzhouy, Jiangsu, 215123, China

CONTACT INFORMATION:

TEL (+86)512-69561996

Fax (+86)512-62956652

WEBSITE: www.hob-biotech.com

CUSTOMER SERVICE: HOB Biotech Group Co., Ltd
CUSTOMER SERVICE: TEL (+86)4008601202
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EUROPE REPRESENTATIVE: Emergo Europe
ADDRESS/LOCATION :

Prinsessegracht 20, 2514 AP The Hague, The
Netherlands
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The elFU is available on Website:

http://en.hob-biotech.com/usercenter/login.aspx

TECHNICAL ASSISTANCE
For technical assistance, contact your National
Distributor.
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