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AIA-PACK® HBV Antigen
CONTROL SET

INTENDED USE

The AIA-PACK HBV Antigen CONTROL SET is intended for IN VITRO
DIAGNOSTIC USE ONLY, by healthcare professionals, for performing quality
control procedures with the ST AIA-PACK HBYV antigen assay and the CL AIA-
PACK HBYV antigen assay.

CONTENTS

Cat. No. 0020951

6x2mL AIA-PACK HBV Antigen CONTROL LEVEL 1
Human serum with HBsAg and HBeAg. (Lyophilized)
AIA-PACK HBV Antigen CONTROL LEVEL 2
Human serum with HBsAg and HBeAg. (Lyophilized)

6x2mL

WARNING AND PRECAUTIONS
. The AIA-PACK HBV Antigen CONTROL SET is intended for in vitro
diagnostic use only.

2. Inspect the packaging and the exterior of the vials for any sign of damage
before use. If any damages are visible, contact your local Tosoh sales
representative.

3. In case of contact with eyes or skin, rinse eyes or skin immediately with
plenty of running water. If you feel unwell, seek medical advice immediately.
‘When disposing of such materials, always flush with large volumes of water.

4. Human serum used in the preparation of the control set has been tested by

FDA-approved method and found negative for the presence of HBsAg and
antibody to HIV-1/2 and HCV. HBsAg to be added was treated with heat to
inactivate the ability of hepatitis B virus infection. HBeAg to be added has
no ability of infection. Since no test method can offer complete assurance that
the products derived from human sources will not transmit infectious agents,
it is recommended that this product be handled with the same precautions as
used for patient samples.

. Do not use beyond the expiration date.

. For safe waste disposal, it is reccommended that each laboratory complies with

established laboratory procedures and local, state, and federal regulations.
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PREPARATION OF REAGENTS

Bring the controls to 18-25 °C prior to use. Using volumetric pipettes, reconstitute
the lyophilized controls accurately to the volume of 2 mL with CAP Class I water
or the clinical laboratory reagent water (formerly NCCLS Type I) defined by CLSI
GP40-A4-AMD guideline. Allow the lyophilized material to fully dissolve.

STORAGE AND STABILITY

Always store the AIA-PACK HBV Antigen CONTROL SET in an upright
position at 2-8 °C when not in use. When stored unopened and refrigerated at 2-8
°C, the control set is stable until the expiration date on the label. The controls
should be used within 7 days of opening or reconstituting, provided that the vials
are kept tightly sealed and refrigerated at 2-8 °C.

PROCEDURE

Refer to the Tosoh AIA® System Operator’s Manual or the Tosoh AIA-CL

Analyzer Operator’s Manual for additional procedural instructions regarding

quality control.

1. Load the appropriate amount of test cups on the instrument.

2. Add the appropriate amount of each control to sample cups. (Refer to the
instrument worksheet for the sample volume.)

3. Print a worklist and place the sample cups in the position indicated.

4. Select START. Verify that the positions on the worklist match the starting
position on the screen.

EXPECTED VALUES AND LIMITATIONS

The ranges in the Data Sheet on the reverse side were obtained by using ST
AIA-PACK and CL AIA-PACK TEST CUP available at the time of testing. The
ranges are served as guidelines only for this specified lot of AIA-PACK HBV
Antigen CONTROL SET, since the obtained target ranges were estimated by
limited data. Since the assay values are dependent upon assay procedures as well
as several other factors, each laboratory should establish its own range for the
assay procedure being monitored.

“AIA” and “ATA-PACK” are registered trademarks of Tosoh Corporation in the
European Union, etc.
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BIEAE/ Method :

1) EFZXK TTOSOH,) ® I / ST AIA-PACK®

[LEVEL 1] [LEVEL 2]
HIEEH Bify sE(E &8
ANALYTE UNIT Range Range
#HBsAg 1U/mL 3.1~46 31 ~47
#HBeAg CI 35~52 31 ~46
2) AIA-/XyYCL® / CL AIA-PACK®
[LEVEL 1] [LEVEL 2]
HIEER Hifi SE(E ]
ANALYTE UNIT Range Range
HBsAg IU/mL 38~5.8 42 ~ 64
HBeAg CI 8.6 ~13 74 ~ 110




