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AIA-PACK HBYV Antibody
CONTROL SET

INTENDED USE

The AIA-PACK HBV Antibody CONTROL SET is intended for IN VITRO
DIAGNOSTIC USE ONLY for performing quality control procedures with the
ST AIA-PACK HBYV antibodies assay.

CONTENTS

Cat.No. 0020950

2x4mL AIA-PACK HBV Antibody CONTROL LEVEL 1
2x4mL AIA-PACK HBV Antibody CONTROL LEVEL 2

WARNING AND PRECAUTIONS

1. The ATA-PACK HBV Antibody 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. This material contains sodium azide which may react with lead or copper
plumbing to form potentially explosive metal azides. When disposing of such
materials, always flush with large volumes of water to prevent azide build up.

4. Although material derived {rom human blood is not used [or the control set,

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 recommended that each laboratory complies with

established laboratory procedures and local, state, and federal regulations.
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TOSOH CORPORATION
2-2-1, Yaesu, Chuo-ku,
Tokyo 104-0028 Japan
Phone : +81 3 6636 3734
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PREPARATION OF REAGENTS
The AIA-PACK HBV Antibody CONTROL SET is provided ready for use.
Bring the controls to 18-25 °C prior to use.

STORAGE AND STABILITY

Always store the ATA-PACK HBV Antibody CONTROL SET in an upright
position at 2-8 °C when not in usc. When stored unopenced and refrigerated at 2-8
°C, the control set is stable until the expiration date on the label. Once opened,
the control materials should be used within 7 days provided that the vials are kept
tightly scaled and refrigerated at 2-8 °C.

PROCEDURE
Sctup the TOSOH AITA System Analyzers for analysis. Refer to the TOSOH ATA
System Operator’s Manual.

EXPECTED VALUES AND LIMITATIONS

The ranges in the Data Sheet on the reverse side were obtained by using ST AIA-
PACK available at the time of testing. The ranges are served as guidelines only
for this specified lot of ATA-PACK HBV Antibody 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 cstablish its own range for the assay procedure being monitored.

IVD

in vitro diagnostic
medical device

A

=
—

0)

Batch code / Lot number

Consult instructions for use

“

:

Temperature limitation Use-by date Catalogue number
/ Part number
Manutacturer Net volume A carrier containing unique

( after reconstitution
for lyophilized material )

device identifier information




RY—J2bO-ILEYh(HBV k) &E{E%

Ovh#&5:F848225 {EFAEARR:2026-08

() RPITRUSHEL AERRDFEEHZERTHR I DEDTIEHYE EA,

AIREFTE
1) ETXFTOSOHJ®II
. LRIV LARIL2
ST i
AEIRE S 5E(E 5E(E
HBsADb mIU/mL 63~95 520~780
HBcADb INH% <40 =60
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HBsAb mIU/mL 43~64 360~540
HBcADb INH% <50 =50
HBeAb INH% <50 =50




