Sejoy® Hemoglobin Test Strips HS-101
                               Instruction Manual

【Product Name】
Sejoy® Hemoglobin Test Strips

【Model】
 HS-101
【PACKAGE】
1 PCS/BOTTLE, 1 PCS/BOX;

10 PCS/BOTTLE, 10 PCS/BOX;

25 PCS/BOTTLE, 25 PCS/BOX;
50 PCS/BOTTLE, 50 PCS/BOX;

【Intended Use】
The Sejoy® hemoglobin test strips are used with HB-101,HB-201 and HB-202 hemoglobin meter as a Hemoglobin Monitoring System to quantitatively measure hemoglobin with capillary from the finger and venous whole blood. The Hemoglobin Monitoring System is intended for professional and self-testing monitoring hemoglobin in vitro diagnostic use only,not used as the sole basis for the judgment of anemic disease. 

【Test Principle】
The strip utilizes Dry Chemistry Colorimeter Method (Methaemoglobin Method). When a drop of whole blood is applied to the test spot on the strip, blood immediately disperses within the membrane, contacting the reagent. The meter's optical detectors automatically measure the change in membrane reflectance. The intensity of reflectance is inversely proportional to the hemoglobin concentration.
【Chemical Composition】
Sodium Deoxycholate 3% w/w; Sodium Nitrite 1.5% w/w; other elements 95.5%.

Each package contains hemoglobin test strips and code chip.

【Storage and Handling】
Store the strip in a dry place at temperature between 2-30℃ (35.6℉-86℉). 

Strips must be stored in original vial with cap tightly sealed.

Do not expose strips to sunshine. Avoid moisture.

Strips are valid before either 24 months after produced or 90 days passed the opened date; write the first open date on the package.

Immediately recap vial after removing a strip.

Use the strip immediately after it removed out from package.

【Blood Sample Requirement】
Use capillary from the finger and venous whole blood.

Recommended blood sampling sites: Finger

Discard the first drop of the fresh capillary blood. Use the second drop of whole blood to test.

Anticoagulants other than EDTA and heparin anticoagulants are not recommended for use.

Whole Blood must be tested within 8 hours of collection.

Mix the specimen well before testing in order to ensure the cellular components are evenly distributed.

Avoid hemolysis of whole venous blood sample. Collect approximately 10μl and apply it to the center of the Specimen Application Area of the strip. If the blood sample is too much or too small, please repeat using a new strip.

【Analyzing Steps】
Requirement:

Hemoglobin Meter HB-101/HB-201/HB-202, Hemoglobin test strips HS-101, Lancing Device, Lancet and pipette. 

Operation Environment:

Temperature: 15℃ ～ 30℃（59 ℉ ～ 86 ℉）.

Humidity:≤80%.

Blood Volume: 10uL         Measuring Time: ＜10 seconds

Before doing any analysis, please refer to the Operator Manual for detailed instructions.

When open a new package of strip, code the meter with package attached code chip. Make sure the code number on code chip labels is same as package shown. 

Turn the meter on. Insert the code chip into the code chip port. Compare the number showed in the display with the code number printed on the strip canister label.

Insert a strip into the strip channel in the same direction as the arrows indicated on the strip. Ensure that the strip is inserted all the way to the end of the strip channel.

The blood drop symbol will flash when the meter is ready for the specimen to be applied.

Apply approximately 10μl of blood to the middle of the Specimen Application Area of the strip. Note: For analyzing capillary blood, use the second drop of blood for accurate results.

The meter will begin analyzing automatically with three dashes in a line flashing on the display indicating the analysis is in progress. Note: Do not move the strip during analysis or press the buttons on the meter. Keep the code chip in the meter until use a new pack of strips.

Hb results will be displayed within 10 seconds, with HCT value displayed at the bottom of the screen.

Remove the used strip, the meter will return to the initial screen ready for another strip.

【Normal Range of Reference Values】
Adult Female: 120-150g/L（12.0-15.0g/dL，7.4-9.3mmol/L）

Adult Male: 130-170g/L（13.0-17.0g/dL，8.1-10.5mmol/L）
Children: 110-140g/L（11.0-14.0g/dL，6.8-8.7mmol/L）,gradual change from infant to adult levels, the hemoglobin will be decreased to 110-140g/L.

Infants: from 140g/L-220g/L (14.0g/dL–– 22.0g/dL) after birth to 110g/L-140g/L (11.0g/dL–– 14.0g/dL) 6 months old.
Conversion coefficient：g/dL×0.621=mmol/L

Conversion coefficient：g/dL×10=g/L

The measuring range of test strip is from 4.5g/dL to 25.6g/dL. Results under 4.5g/dL and over 25.6g/dL will display as“Lo” and “Hi” respectively so as to indicate that the result is out of range.
* Each clinical site should establish its own reference ranges.
【Understand Your Test Result】
If the results is not in the range of reference values, contact the doctor immediately.

Hb results will be displayed within 10 seconds.

“LO” symbol will appear on screen if Hb result is below 4.5g/dL.
“HI” symbol means test result is higher than 25.6 g/dL.

If the screen displays error symbols, refer to Owner’ Booklet for the troubleshooting.

Choose the measuring unit in the range of g/L，g/dL and mmol/L as per the user’s habit. Refer to Owner’ Booklet for set the measuring unit.

Influencing factor of the accuracy 

Operation environment is 15℃～30℃, lower temperature or higher temperature will cause the inaccurate test result.

Too much or too small blood sample will also cause the inaccurate test result.

For capillary blood, if squeeze the blood sample incorrectly, it will also cause inaccurate result.

【Interference Factor】
Following interference substance concentration will not affect the test result of hemoglobin test strips.   

	Interfering substances
	Interfering substance concentration

	Bilirubin
	170umol/L

	Cholesterol
	5g/L

	Creatinine
	50mg/L

	Triglycerides
	4.6mmol/L

	Acetaminophen
	200mg/L

	Vitamin C
	60mg/L

	Dopamine
	0.9mg/L

	Ibuprofen
	500mg/L

	Salicylic acid
	600mg/L

	Methyldopa
	41.7mg/dL

	Heparin Sodium
	66.7mg/dL

	Uric acid
	20mg/dL

	Urea
	257mg/dL

	Tetracycline
	4mg/dL


【Limitation】
The hemoglobin Monitoring system is designed for fresh capillary from the finger and venous whole blood or the blood with EDTA or heparin anticoagulants. Do not use blood serum, blood plasma and arterial blood. 

The venous whole blood is tested for professional use only.
【Performance Characteristics】
Measuring Time: ＜10 seconds

Measuring Range: 4.5-25.6g/dL or 45-256g/L or 2.8-15.9mmol/L

Repeatability: Hb 45g/L-100g/L, Standard Deviation, （SD）≤8g/L;

Hb 100g/L-256g/L, Coefficient of Variation（CV）≤3%.

Accuracy: Hb 45g/L-100g/L, absolute deviation≤10g/L;

Hb 100g/L-256g/L, relative deviation≤4%。
【Notice】
Compliance with routine laboratory safety operation specification, detection finished the strip should be biological waste treatment.

Store the strip between 2℃-30℃. Within temperature range, use the strip before expired date.

Check the Lot number before using the strip, if it is beyond the expire date or the strip is incomplete, with dirty dot on the specimen application area. Do not use these, otherwise inaccurate results will be caused.

After removing a strip from the vial, immediately close the vial cap tightly.

Before performing a hemoglobin test, make sure that the code number on the meter display matches the number shown on the strip canister and on the code chip ink-jet printed.

For in vitro diagnostic use.  Strips are to be used only outside the body for analysing purposed. 

Do not use strips that are torn, bent, or damaged in any way. Do not reuse strips.

Use strips only within the system operating temperature range 15℃～30℃.

Store your strips in their original vial only; never transfer them to another vial or any other container.

After removing a strip from the vial, immediately close the vial cap tightly.

Disposal of lancets and strips is regulated by law.
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	The product conforms to the requirements of the EC Directive IVDD (98/79/EC) on in vitro diagnostic medical devices.
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	Authorized representative in the European Community
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           【Manufacturer】
        Hangzhou Sejoy Electronics & Instruments Co., Ltd.

        Area C, Building 2, No.365, Wuzhou Road, Yuhang Economic Development Zone, Hangzhou City, 311100 Zhejiang, China       

        Tel: +86-571-81957767

        Fax: +86-571-81957750
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           【EU Representative】
Shanghai International Holding Corp. GmbH (Europe)

        Eiffestrasse 80, 20537 Hamburg, Germany
        Tel: 0049-40-2513175

        Fax: 0049-40-255726
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