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Attention

For North and South American Customers: Please refer to the
AIA-AAM Docs on CD for the appropriate information.

Para los Clientes en Norte y Sur América: favor de referirse a los
documentos AIA-AAM en Disco para la informacién apropiada.

Aos clientes da América do Norte e América do Sul: favor consultar
os documentos do AIA-AAM que estio em CD para informagdes
adequadas.

Pour les clients en Amérique du Nord et en Amérique du Sud:
veuillez consulter les documents AIA-AAM sur le CD pour
I’ information appropriée.

AIA-PACK
DETECTOR STANDARDIZATION
“TEST CUP

INTENDED USE

The AIA-PACK DETECTOR STANDARDIZATION TEST CUP is intended for IN VITRO
DIAGNOSTIC . USE ONLY.

The ATA-PACK DETECTOR STANDARDIZATION TEST CUP is used to measure the
substrate background on the TOSOH AIA System Analyzers except AIA-1200 series and
AIA-600.

DESCRIPTION
Catalog  # 0020970 i
10 trays x 20 DETECTOR STANDARDIZATION TEST CUPs

WARNINGS AND PRECAUTIONS !
The AIA-PACK DETECTOR STANDARDIZATION TEST CUP is for in vitro diagnostic
use.

PREPARATION AND STORAGE
The AIA-PACK DETECTOR STANDARDIZATION TEST CUP is provided ready for use.
Store at 1-30°C.’ =

STABILITY
The AIA-PACK DETECTOR STANDARDIZATION TEST CUP s stable until the expiration
date on the label.

PROCEDURAL NOTE

For additional procedural instructions regarding substrate background measurement, refer to

the TOSOH AIA System Operator’s Manual. i i

. Load one DETECTOR STANDARDIZATION TEST CUP in the appropriate position on
the instrument.

. Place the bottle of the reconstituted AIA-PACK SUBSTRATE REAGENT II in the
appropriate position on the instrument.

. Select OK button in the Material Setting Dialogue of the Daily Maintenance to start the
automatic measurement of substrate background.
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Attention

For North and South American Customers: Please refer to the
AJA-AAM Docs on CD for the appropriate information.

Para los Clientes en Norte y Sur América: favor de referirse a los
documentos AIA-AAM en Disco para la informacién apropiada.
Aos clientes da América do Norte e América do Sul: favor consultar

os documentos do AIA-AAM que estio em CD para informagdes
adequadas.

Pour les clients en Amérique du Nord et en Amérique du Sud:
veuillez consulter les documents AIA-AAM sur le CD pour
I’ information appropriée.

AlA-PACK
SAMPLE TREATMENT CUP

—

INTENDED USE

The ATA-PACK SAMPLE TREATMENT CUP is intended for IN VITRO DIAGNOSTIC
USE ONLY. The AIA-PACK SAMPLE TREATMENT CUP can be used for automatic sample
dilution and automatic sample pretreatment with any AIA-PACK assay on the TOSOH AIA
System Analyzers except AIA-1200 series, AIA-600 and AIA-360.

DESCRIPTION
Catalog  # 0020971
10 trays x 20 SAMPLE TREATMENT CUPs

WARNINGS AND PRECAUTIONS
The AIA-PACK SAMPLE TREATMENT CUP is for in vitro diagnostic use.

PREPARATION AND STORAGE
The AIA-PACK SAMPLE TREATMENT CUP is provided ready for use. Store at 1-30°C.

STABILITY
The AIA-PACK SAMPLE TREATMENT CUP is stable until the expiration date on the
label.

DILUTION PROCEDURE

For 1 p ] instructions

AJA System Operator’s Manual.

1. Add a sufficient quantity of SAMPLE TREATMENT CUPs to the appropriate position
on the instrument.

2. Place the appropriate ATA-PACK SAMPLE DILUTING SOLUTION in a reagent cassette
and place the cassette on the instrument.

3. Place the sample to be diluted in the sample rack and place the rack on the instrument.
(Barcoded samples may be placed in any position. Non-barcoded samples should be
loaded according to the Worksheet.)

4. Start the assay.

ic sample dilution, refer to the TOSOH

¢t g

PRETREATMENT PROCEDURE

For additional procedural instructions regarding automatic sample pretreatment, refer to the

TOSOH AIA System Operator’s Manual.

1. Add a sufficient quantity of SAMPLE TREATMENT CUPs to the appropriate position

on the instrument. :

2. Place the appropriate AIA-PACK pretreatment reagents in a reagent cassette and place the
cassette on the instrument.

. Place the sample to be pretreated in the sample rack and place the rack on the instrument.
(Barcoded samples may be placed in any position. Non-barcoded samples should be
loaded according to the Worksheet.)

4. Start the assay.

w

TOSOH CORPORATION
Shiba-koen First Bidg.

3-8-2, Shiba, Minato-ku, Tokyo 105-8623

Japan . .
Phone :+81-3-5427-5181
FAX :+81-3-5427-5220

TOSOH EUROPE N.V.

- Transporistraat 4

B-3980 Tessenderlo, Belgium
Phone :+32-13-66 88 30
FAX :+32-13-66 47 49

TOSOH BIOSCIENCE, INC.
6000 Shoreline Ct., Suite 101

South San Francisco, CA94080, USA

Phone :+1-650-615-4970
FAX :+1-650-615-0415
Phone :(800)248-6764
FAX :(800)685-7595

Cce

European Conformity

wl

Batch code / Lot number

[REF]

In vitro diagnostic medical device

‘Manufacturer

[Supplied by]

Consult i ions for use

jﬂ[

Authorized representative
in the European Community

Catalogue number
/1 Part number

Supplied by

Sufficient for

limitation

Use by date



Administrator
Pencil


1000077003-085M
Rev. 08/15

Attention

For North and South American Customers: Please refer to the
AIA-AAM Docs on CD for the appropriate information.

Para los Clientes en Norte y Sur América: favor de referirse a los
documentos AIA-AAM en Disco para la informacién apropiada.

Aos clientes da América do Norte e América do Sul: favor consultar
os documentos do AIA-AAM que estdo em CD para informagoes
adequadas.

Pour les clients en Amérique du Nord et en Amérique du Sud:
veuillez consulter les documents AIA-AAM sur le CD pour
I’ information appropriée.

AIA-PACK
WASH CONCENTRATE

The AIA-PACK WASH CONCENTRATE is intended for IN VITRO DIAGNOSTIC USE
ONLY for the AIA-PACK or the ST AIA-PACK assay.

CONTENTS
Cat. No. 0020955
4x 100 mL AIA-PACK WASH CONCENTRATE
Buffer solution with detergent and bacteriostatic agent.

WARNINGS AND PRECAUTIONS

. The AIA-PACK WASH CONCENTRATE is intended for in vitro diagnostic use only.

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

. 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.

AW

PREPARATION OF REAGENTS

Add the entire contents of the AIA-PACK WASH CONCENTRATE (100 mL) to approximately
2.0 L of CAP Class I water or the clinical laboratory reagent water (formerly NCCLS Type I)
defined by CLSI C3-A4 guideline, mix well, and adjust the final volume to 2.5 L.

STORAGE AND STABILITY

Always store the AIA-PACK WASH CONCENTRATE in an upright position at 2-8 °C
when not in use. When stored unopened and refrigerated at 2-8 °C, the AIA-PACK WASH
CONCENTRATE is stable until the expiration date on the label. The diluted wash solution
is stable for 30 days at 18-25 °C.

PROCEDURE
Refer to the insert sheet of the AIA-PACK or the ST AIA-PACK and the TOSOH AIA System
Operator’s Manual for detailed instructions.
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TOSOH CORPORATION
Shiba-koen First Bldg.

3-8-2, Shiba, Minato-ku, Tokyo 105-8623
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Fax :+81 3 5427 5220

TOSOH BIOSCIENCE, INC.

6000 Shoreline Ct., Suite 101

South San Francisco, CA94080, USA
Phone :+1 650 615 4970

Fax :+16506150415
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Rev. 08/15

Attention

For North and South American Customers: Please refer to the
AIA-AAM Docs on CD for the appropriate information.

Para los Clientes en Norte y Sur América: favor de referirse a los
documentos AIA-AAM en Disco para la informacién apropiada.

Aos clientes da América do Norte e América do Sul: favor consultar
os documentos do ATA-AAM que estdo em CD para informagdes
adequadas.

Pour les clients en Amérique du Nord et en Amérique du Sud:
veuillez consulter les documents AIA-AAM sur le CD pour
I’ information appropriée.

AlA-PACK

DILUENT CONCENTRATE
— —

The AIA-PACK DILUENT CONCENTRATE is intended for IN VITRO DIAGNOSTIC USE
ONLY for the AIA-PACK or the ST AIA-PACK assay.

CONTENTS

Cat. No. 0020956

4x 100 mL AIA-PACK DILUENT CONCENTRATE
Buffer solution with detergent.

WARNINGS AND PRECAUTIONS

. The AIA-PACK DILUENT CONCENTRATE is intended for in vitro diagnostic use
only.

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

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

. 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.

IS
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PREPARATION OF REAGENTS

Add the entire contents of the AIA-PACK DILUENT CONCENTRATE (100 mL) to
approximately 4.0 L of CAP Class I water or the clinical laboratory reagent water (formerly
NCCLS Type I) defined by CLSI C3-A4 guideline, mix well, and adjust the final volume
to50L.

STORAGE AND STABILITY

Always store the AIA-PACK DILUENT CONCENTRATE in an upright position at 2-8 °C
when not in use. When stored unopened and refrigerated at 2-8 °C, the AIA-PACK DILUENT
CONCENTRATE is stable until the expiration date on the label. The diluted diluent solution
is stable for 30 days at 18-25 °C.

PROCEDURE
Refer to the insert sheet of the ATA-PACK or the ST AIA-PACK and the TOSOH AIA System
Operator’s Manual for detailed instructions.

TOSOH CORPORATION
Shiba-koen First Bldg.

3-8-2, Shiba, Minato-ku, Tokyo 105-8623
Japan

Phone :+81 3 5427 5181
Fax :+81.3 5427 5220

Q, pplied bv TOSOH BIOSCIENCE, INC.
6000 Shoreline Ct., Suite 101
South San Francisco, CA94080, USA
Phone :+1 650 615 4970
Fax :+1650 6150415
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Attention

For North and South American Customers: Please refer to the
AJA-AAM Docs on CD for the appropriate information.

Para los Clientes en Norte y Sur América: favor de referirse a los
documentos AIA-AAM en Disco para la informacién apropiada.

Aos clientes da América do Norte e América do Sul: favor consultar
os documentos do AIA-AAM que estdo em CD para informagdes
adequadas.

Pour les clients en Amérique du Nord et en Amérique du Sud:
veuillez consulter les documents AIA-AAM sur le CD pour
I’ information appropriée.

AIA-PACK
SUBSTRATE SET II

—

The AIA-PACK SUBSTRATE SET 11 is intended for IN VITRO DIAGNOSTIC USE ONLY
for the AIA-PACK or the ST AIA-PACK assay.

CONTENTS

Cat. No. 0020968

2 bottles  ATA-PACK SUBSTRATE REAGENT II
4-methylumbelliferyl phosphate, stabilizers and sodium azide as a preservative.
(Lyophilized)

2x 100 mL AJA-PACK SUBSTRATE RECONSTITUENT II
Buffer containing sodium azide as a preservative. (Liquid)

WARNINGS AND PRECAUTIONS

1. The ATA-PACK SUBSTRATE SET Il is intended for in vitro diagnostic use only.

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

3. These materials contain sodium azide, which may react with lead or copper plumbing to
form potentially explosive metal azides. When disposing of such reagents, always flush
with large volumes of water to prevent azide build-up.

4. Do not use beyond the expiration date.

5. For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

1. Bring all reagents to 18-25 °C before preparing the working substrate solution.

2. Add one bottle of the ATA-PACK SUBSTRATE RECONSTITUENT II to the lyophilized
AJTA-PACK SUBSTRATE REAGENT II and mix thoroughly to dissolve all solid
materials.

. Each bottle of the AIA-PACK SUBSTRATE REAGENT II, when reconstituted, provides
sufficient reagent for approximately 400 tests on the TOSOH AIA System Analyzers.

w

STORAGE AND STABILITY

Always store the AIA-PACK SUBSTRATE SET II in an upright position at 2-8 °C when
not in use. Protect it from light. When stored unopened and refrigerated at 2-8 °C, the AIA-
PACK SUBSTRATE SET II is stable until the expiration date on the label. The reconstituted
substrate solution is stable for 3 days at 18-25 °C or 30 days at 2-8 °C. Serum, dust, metal,

q

or microorganism ination may cause di ion of ituted substrate solution.
Store in a clean environment, away from direct sunlight and ultraviolet light. TOSOH CORPORATION
Shiba-koen First Bldg.
PROCEDURE M 3a8p-:n Shiba, Minato-ku, Tokyo 105-8623
Refer to the insert sheet of the AIA-PACK or the ST AIA-PACK and the TOSOH AIA System Phone :+81 3 5427 5181
Operator’s Manual for detailed instructions. Fax :+8 135427 5220
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Phone :+32 13 66 88 30

Fax :+32 13 66 47 49
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