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1. Intended Use

The F&A2 Calibrator Set 2 is intended for IN VITRO DIAGNOSTIC USE for the calibration of the Tosoh Automated
Glycohemoglobin Analyzer HLC-723G11 B-Thalassemia Analysis Mode.
The F&A2 Calibrator Set 2 is intended for Healthcare Professionals Use Only.

2. Before Use

Inspect the packaging and the exterior of the vial for any signs of damage before use. If any damage is visible, contact your local
Tosoh sales representative.
Confirm that the following document is included in the package.

+ Instructions For Use 1 copy
- Barcode Sheets 1 copy

3. Material Provided

Catalogue No. Description Package content

Level-1: 2 vials X 0.2 mL

0023550 F&A2 Calibrator Set 2 Level-2 - 2 vials X 0.2 mL

The F&A2 Calibrator Set 2 is prepared from human blood cells and then lyophilized. The total hemoglobin concentration is about 8
g/dL after reconstitution.

Assay mode : B-Thalassemia Analysis Mode
Applicable analyzers : Tosoh Automated Glycohemoglobin Analyzer HLC-723G11

4. Materials Required but Not Provided

The following materials are required to perform HbF and HbA, analysis using the HLC-723G11 B-Thalassemia Analysis Mode.
They are available separately from Tosoh Corporation.

Catalogue No.

G11® F&A2 Control Set 0023509
TSKgel G11 B-Thal. 0023504
G11 B-Thalassemia Elution Buffer No.1 (S) 0023505
G11 B-Thalassemia Elution Buffer No.2 (S) 0023506
G11 B-Thalassemia Elution Buffer No.3 (S) 0023507
HSi Hemolysis & Wash Solution (L) 0018431
HSi Hemolysis & Wash Solution (LL) 0019550

Only materials obtained from Tosoh Corporation should be used. Materials obtained elsewhere should not be used as substitute
since assay performance is characterized based strictly on Tosoh Corporation materials.
For detailed information about these materials, contact your local Tosoh sales representative.

5. Warnings and Precautions

1) The F&A2 Calibrator Set 2 is intended for IN VITRO DIAGNOSTIC USE ONLY.

2) This product is intended for use on Tosoh Automated Glycohemoglobin Analyzer HLC-723G11 B-Thalassemia Analysis Mode
only.

3) Each human blood used in the preparation of this product has been tested by standard, approved methods and found negative
for the presence of HBsAg, and antibodies to HCV and HIV-1. Because no test method can offer complete assurance that
products derived from human blood will not transmit infectious agents, it is recommended that this product should be handled
with the same precautions as patient specimens.

4) Do not use this product 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.
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6) Use the F&A2 Calibrator Set 2 in combination with the TSKgel G11 B-Thal. of the lot number specified by “For lot xx columns
only” on the label of F&A2 Calibrator Set 2. The column lot number is indicated by a single uppercase alphabetical character (A,
B, etc.) on the label of column box.

6. Storage and Stability

All unopened materials are stable until the expiration date on the label when stored at 2 to 8 °C. The expiration date is indicated on
the package box and individual materials.

The F&A2 Calibrator Set 2 is stable for 5 days after reconstitution when stored at 2 to 8 °C.

After reconstitution, even when stored as stated above, it cannot be used beyond their expiration dates.

7. Assigned Values

The assigned values of level-1 are 0.7 to 3.5 % for HbF and 2.0 to 4.0 % HbA, and those of level-2 are 5.2 to 8.0 % for HbF and
4.8 to 7.5 % HbA..

The specific values and the lot number of the calibrator are printed on the labels.

The assigned values of the calibrators have been standardized to WHO Reference Reagent (NIBSC code: 89/666) for HbA,
values.

8. Procedure

Be sure to read the IFU included with the TSKgel G11 B-Thal., G11 B-Thalassemia Elution Buffer, G11 F&A2 Control Set and HSi
Hemolysis & Wash Solution as well as the Operator's Manual of the HLC-723G11 B-Thalassemia Analysis Mode for detailed
description.

I. Reconstitution and Dilution

1) Tear off the metal seal with plastic flip top and carefully remove the rubber cap.
(NOTE: A sudden rush of air could result in a loss of lyophilized material.)

2) Using volumetric pipettes, accurately reconstitute the lyophilized material with 0.2 mL of distilled water.

3) Place the cap on the vial and let the material stand at room temperature for 30 minutes.

4) Swirl gently but thoroughly before use to ensure homogeneity.

5) Dilute the reconstituted calibrator with distilled water by 51 times (10 uL of the calibrator to 0.5 mL of distilled water) into the
designated sample cups before performing assay.

Il. Calibration

The analyzer must be recalibrated every 30 days and after service maintenance, column replacement, and if control values
assayed are out of range.

Each laboratory must monitor QC results to determine when to recalibrate. If the QC values are out of range, the system should be
calibrated according to the procedures provided in the IFU.

The analyzer has a two-point automatic calibration function. Refer to the Operator’s Manual of the HLC-723G11 B-Thalassemia
Analysis Mode for detailed procedures.

1) Verify whether TSKgel G11 3-Thal. is set on the analyzer.

2) Verify the volume of G11 B-Thalassemia Elution Buffers and HSi Hemolysis & Wash Solution. Replace if necessary.

3) Check the analyzer status.

- If the analyzer is off, press the POWER key which is located on the right side of the control panel. The G11 begins its
warming up. After warming up, the status becomes STAND-BY automatically.
If the analyzer is in STAND-BY status, proceed to step 4.

4) Press the CALIB key on the Main screen (first screen).

5) The key is highlighted and the calibrator’s assigned value input screen is displayed.

6) Press CALIB_1 (F) and enter the assigned value for HbF of level-1. Press Enter to input the value.

7) Enter the assigned value for HbF of level-2 into CALIB_2 (F), HbA; of level 1 into CALIB_1 (A2) and level 2 into CALIB_2 (A2)

in the same way as for CALIB_1 (F).

8) Confirm that the correct values are entered.

9) Close the list.
10) Place Calibrators level-1 and level-2 on position No. 1 and No. 2 of the first rack.

(NOTE: At least 500 pL of each diluted calibrator is required for calibration.)

11) Press the START key to start automatic calibration.

The Calibrator level-1 will be automatically measured three times and Calibrator level-2 will be automatically measured twice to
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calculate calibration coefficients “a” and “b” for HbF and HbA,. These calibration coefficients will be used to calculate HbF and
HbA; values.

Note that a calibration error occurs in the following cases:

- If the difference in results between the replicates for HbF or HbA; is more than 0.3 %.
+ The HbF% result differs from its assigned value by 50 % or more.

- The HbA>% result differs from its assigned value by 50 % or more.

Refer to the Operator’s Manual of the HLC-723G11 B-Thalassemia Analysis Mode for detailed description.
F&A2 Calibrator Set 2 Barcode Sheets
Calibrator’s assigned value, lot number and expiry date are automatically entered by scanning Barcode Sheets with and optional

handy barcode scanner connected to the HLC-723G11.
Refer to the HLC-723G11 Operator's Manual for detailed description.

< A report output from the HLC-723G11 >

Level-1 Level-2
*k THALASSEMIA  REPORT *x* *k THALASSEMIA  REPORT *%
TOSOH TOSOH
2016/11/11 10:22 2016/11/11 10:27
OP:Root V03.00 OP:Root V03. 00
NO: 9003 SL 0001 - O NO: 8004 SL 000t - 02
ID: 0001 - 01 ID: 0001 - 02
CAL F Y= 1.0000X + 0.0000 CAL F Y= 1.0000X + 0.0000
A2 Y= 1.0000X + 0.0000 A2 Y= 1.0000X + 0.0000
NAME % TIME AREA NAME % TIME AREA
F 1.7 0.58 41.68 F 5.0 0.B0 125.32
AO 65.3 1.80 1613.18 A0 61.2 1.80 1525.61
A2 2.1 2.13 50.83 A2 3.9 2.14 98.45
E+ 0.0 0.00 0.00 £+ 0.0 0.00 0.00
D+ 0.0 0.00 0.00 D+ 0.0 0.00 0.00
S+ 0.0 0.00 0.00 S+ 0.0 0.00 0.00
C+ 0.0 0.00 0.00 C+ 0.0 0.00 0.00
TOTAL AREA 2489. 36 TOTAL AREA 2492.60
F 1. 7% F 5. 0%
AZ2: 2.1% AZ: 3. 9%
3 =
o 'h\i'
£ i
’ il
POO 3.2 0.30 79.39 P00 2.7 0.23 868.39
PO1 0.2 0.68 4.16 PO1 0.5 0.43 13.45
P02 2.4 0.97 58.24 P02 0.4 0.67 9.8
P03 3.4 1.21 83.09 P03 1.7 0.89 41.68
P04  15.3 1.29 376.83 ,ﬁgé 1%2 1%; 3;3- ;i
P05 0.9 2.48 22.69 . . .
PO6 2.2 2.71 54,22 POB 1.6 2.55 36.24
PO7 0.3 3.725 6.59 PO7 2.9 2.7 71.79
PO8 0.1 3.53 2.43 PC8 0.5 3.32 13.33
P10 3.0 B3.79 73.42 P10 0.1 3.68 2,56
P11 4.0 3.79 98.61
P12 0.2 4.64 4,99
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TOSOH

sl  TOSOH corpoRATION
BIOSCIENCE DIVISION

Shiba-Koen First Bldg.
3-8-2, Shiba, Minato-ku, Tokyo 105-8623, Japan
Phone: +81 3 5427 5181 Fax: +81 3 5427 5220

TOSOH EUROPE N.V.

Transportstraat 4
B-3980 Tessenderlo, Belgium
Phone: +32 13 66 88 30 Fax: +32 13 66 47 49

This manual may not be reprinted or copied in whole or in part without written consent of Tosoh Corporation.
The contents of the manual are subject to change without notice.

“HLC", "HLC-722" and "TSkgel™ are the registered trademarks of Tosoh Corporation in Japan, etc.
“G11" is the registered trademark of Tosoh Corporation.

Printed in Japan
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