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【Product Name】

Generic Name: Uric Acid Test Strips

【Model】

US-101

【Packing Type】

1 Test Strip/Bag, 10 Test Strips/Vial, 25 Test Strips/Vial, 50 Test Strips/Vial

【Product Description】

US-101 Uric Acid Test Strips

【Intended Use】

The Sejoy US-101 Test Strips are used with the Sejoy UA-105 Uric Acid Meters to quantitative measuring uric acid with fresh capillary whole blood from the finger or venous whole blood. The test strips can be used for self-testing at home or for professional use. The Sejoy US-101 Test Strips are intended to be used by a single person and should not be shared.
The product is for in vitro diagnostic use only.

【Test Principle】

The Sejoy US-101 Test Strip is a plastic strip containing chemistries and electrodes.The strip measures uric acid by using amperometric technology employing an uric acid electrochemical reaction. When whole blood or control solution is drawn into the tip of a test strip, uric acid in the sample reacts with chemicals and produces an electrical current. The meter measures electrical current and calculates amount of uric acid. The uric acid result is displayed as a calculated plasma value.

【Chemical Composition】

Uric acid catalyst ≥ 0.1 mg
Non-reactive ingredients ≥ 0.15 mg

Each package contains desiccating agent.

【Storage and Handling】

Store the test strip in a cool dry place at temperature between 1℃～30℃ (33.8℉～86℉). 

Use the test strips at temperatures between 10℃～40℃ (50℉～104℉), humidity between 10%～90%.
Do not store the test strips in high heat and moisture environments. Avoid exposure test strips to sunshine.

Do not freeze or refrigerate.

Test strips must be store in original vial with cap tightly sealed.

Test strip are valid before either 18 months after produced or 3 months past the opened date. Write the first opened date on the package.

Immediately recap vial after removing a strip.

Use the test strip immediately after it removed out from package.

【Accessories】

Uric Acid Meters UA-105
【Blood Sample Requirement】

Use fresh capillary whole blood from the finger or venous whole blood. Applying anticoagulant in blood sample may affect test results. 

Capillary and venous samples containing the anticoagulants of sodium heparin is acceptable. Othter anticoagulants are not recommended.
Venous whole samples collection and preparation should be obtained by healthcare professionals.
Do not use arterial blood, serum or plasma.
Remaining water or alcohol on blood sample puncture site causes inaccurate results.

【Precautions】

Test strips are for in vitro (external) testing of capillary whole blood from the finger and venous whole blood.
Operate the Uric Acid Monitoring System at room temperature.

Test strips are for single use only. Do not use test strips that are torn, bent, or damaged in any way.

Lancing device can only be used for single person, exclusively. Lancet is for single use only.

Do not use expired test strips as it caused incorrect test results.

Never use iodine solution to disinfect puncture site.

Keep puncture site dry.

Second drop of blood sample is recommended for measurement.

If the test strip is cold, do not use until it has warmed to room temperature at least 30 minutes.
To eliminate any chance of infection, discard the used test strips, lancing device and lancet properly follow the local environmental affairs regulation.
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【How to Test Your Uric Acid】

Read the UA-105 Owner’s Booklet thoroughly before test.

Prepare system components:

    UA-105 Uric Acid Meter

    US-101 Test Strips

    RFID Chip

Coding the meter 

1.When open a new package of test strip, code the meter with RFID chip stuck on package.

2.Insert the test strip into the meter which the screen will display a flash symbol. Finally make the meter face back to the RFID chip stuck on package and the screen will display the code number to complete the coding process.
3.Apply System Check Solution to test strip.
Note: Do not move the test strip during testing.
4.After counter down, meter display solution test results. Check the results are within CTRL range that is printed on the vial label.
Note: Keep the code chip in the meter until use a new pack of test strips.

Measuring blood sample

Blood Sampling

   The Uric Acid system requires a tiny of blood sample from your fingertip to test the Uric Acid. Before sampling your blood, wash your hands and the puncture site with an alcohol swab or soapy water. Rinse and dry thoroughly.

Turn the cap anti-clockwise to remove it. Insert a new sterilized lancet into the lancet holder and push it down firmly until it stops.

Twist off the protective disk until if separates from the lancet.
Slide the cap on until it stops (Avoid contact with the lancet pin).
Adjust puncture depth by turning the Depth Adjusting Knob. The Depth Indicator shows the current depth selection. There are 5 optional depths. The higher of the number, the deeper of penetration.
After slide the Ejection Spring Controller back until it clicks. The Lancing Device is ready to use.

Wash your hands and the puncture site with an alcohol swab or soapy water. Rinse and dry thoroughly. 

Hole the Lancing device firmly against the side of your fingertip. Press the Release Button. Gently squeeze your finger to assist the blood flow. This will help you to get a drop of blood. 

Note: Choose two sides of your finger for the blood sampling site as it can reduce pain.

Put the Protective Disk back on the lancet. Discard it properly.

Testing your Uric Acid

Insert a test strip, contact bar end first and facing up, into Strip Port. Push it in until stops. The meter will automatically turn on and shortly display symbols on screen. Make sure all the symbols are completely displayed. 

After the meter run self check, a test strip symbol will appear in the top-right corner of the screen [image: image13.png]
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The Blood Sample Reminder symbol flashes to remind applying blood.

Touch the blood drop to Top Edge at the end of test strip. Hold until the Confirmation Window is full. The meter begins testing with display countdown.

Note: “E-4” error will appear when the test strip moved during measurement.

At the end of the countdown, the screen will display test result.

Note: To avoid inaccurate test results affect 7, 14, 28 day average, user may delete the inaccurate test result by simultaneously pressing “S” Button and “M” Button.

Remove the used test strip. The meter will store the test result and automatically turn off.

Note: To prolong battery life, remove the test strip to turn the meter off.

[image: image6.png]


Note: Used strips and lacets are considered biohazardous. Dispose used strips and lancets in approved biohazard

   container.

【Understand your test results】

If you have symptoms that are not consistent with your test results, consult the system Owner’s Booklet to check for common testing errors.If the problem persists, contact your healthcare professional immediately.

The result can be known within 20 seconds after the blood sample or control solution is added.

The Uric Acid meter can accurately measure Uric Acid concentrations between 180 to 1190 μmol/L (3 to 20 mg/dL). "Lo" and "HI" messages indicate results outside of this range.

“Lo” symbol will appear on screen if Uric Acid is below 180 μmol/L (3 mg/dL).

“HI” symbol means test result is higher than 1190 μmol/L (20 mg/dL).

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

【Uric Acid Range Information】

	Recommend
	Reference values

	Male
	202 - 416 μmol/L (3.4 to 7.0 mg/dL)

	Female
	142 - 360 μmol/L (2.4 to 6.0 mg/dL)


    Source:

Guidelines for the diagnosis and treatment of hyperuricemia and gout in China (2019). The Chinese Society of Endocrinology, Chinese Medical Association.

2018 Updated European League Against Rheumatism evidence-based recommendations for the diagnosis of Gout;
2019 American College of Rheumatology Guideline for the Management of Gout;
【Limitations】

The sejoy Uric Acid monitoring system UA-105 is designed for using with the capillary whole blood from the finger or venous whole blood.

The venous whole blood is tesed for professional use only.
Hematocrit range: 30% to 55%. Hematocrit below 30% or above 55% may cause deviated results.

Severe dehydration and excessive water loss may cause false low results. If you think you may be dehydrated, consult your healthcare professional immediately.

Ascorbic acid, Glucose and Creatinine will not affect the test results at normol physiological concentration.
The concentration of Acetaminophen above 0.8mg/dL and that of L-DOPA above 0.4 mg/dL may affect the test results.
High concentration of Cholesterol up to 500 mg/dL and that of Triglycerides up to 300 mg/dL will not affect the test results.
The user is suggested to test uric acid in the morining after fasting for 12 hours.
【Performance Characteristics】

The performance of the system has been evaluated both in laboratory and in clinical tests.

Range: The display range of the meter is 180 to 1190 μmol/L (3 to 20 mg/dL). "Lo" and "HI" messages indicate results outside of this range.

Accuracy: The accuracy of the system was assessed by comparing Uric Acid results obtained by patients with those obtained using a Mindray Biochemistry Analyzer, a laboratory instrument.

	Slope
	0.9493

	y-intercept
	24.087

	Correlation coefficient(R2)
	0.9768


Precision:

	Average concentrarion ( μmol/L)
	272.6
	430.6
	532.6
	709.4
	928.9

	SD (μmol/L)
	16.8
	20.3
	25.4
	28.8
	37.7

	CV (%)
	6.2%
	4.7%
	4.8%
	4.1%
	4.1%


【Literature Reverences】
National Kidney Foundation (2014) 
【Symbol Index】

      On the packaging, you may encounter the following symbols shown below. They have the following meanings:
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	Consult instructions for use
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	Sufficient for

	
	
	
	

	[image: image9.png]



	In vitro diagnostic medical device
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	Temperature limitation
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	Caution
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	Keep dry

	
	
	
	

	
	Batch code
	
	Do not reuse

	
	
	
	

	
	Date of manufacture
	
	Use by

	
	
	
	

	
	
	
	


Manufactured by :Hangzhou Sejoy Electronics & Instruments Co., Ltd.

            Area C, Building 2, N0.365, Wuzhou Road, Hangzhou,Yuhang Economic Development Zone, 

            Yuhang Hangzhou, Zhejiang, China

            311100 Hangzhou.China

            Tel: +86-571-81957767

            Fax: +86-571-81957750

Date of Issue: 2021.02.21
Document No.: DUS-0104-017
Version: Z
Cautions:


●   For use with the Sejoy UA-105 Uric Acid Meter.


●   Read the Owner's Manual of the Sejoy UA-105 Uric Acid Monitoring System before using the product.


●   The user should not take any decision of medical relevance without first consulting his or her medical practitioner.


●   The patient should only adapt the treatment if he has received the appropriate training to do so.





Warnings:


Do not swallow test strips. Not for human consumption.


Test strips have a sharper edge that may cause a small scratch.


Keep the test strip vial or the foil pouch away from children
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