


urine (the tested result <50mg/dL). Visible hematuria(=5mg/dL) or Cimitidine may
result in creatinine testing result spurious rising.

Albumin-Creatinine Ratio

Urine albumin content of adult is less than 30 mg albumin/g creatinine (3.4
albumin/mmol creatinine). A ratio of 30-300mg/g (3.4-33.9mg/mmol) indicates
microalbuminuria. A ratio of more than 300mg/g (>33.9mg/mmol) indicates
albuminuria.

Blood

'Trace' reaction may vary among the patients. Clinical judgments are required for
individual cases. The presence of green spots (intact erythrocytes) or green color
(haemoglobin/myoglobin) on the reagent area within 60 seconds indicates for further
diagnostic check. Blood is often found in the urine of the menstruating females.
Haemoglobin 150ug/L-620ug/L is approximately equivalent to 5-15 cells/uL intact
erythrocytes. The reagent strip is highly sensitive to haemolobin and thus can be
used as a supplementary to the microscopic examination. The sensitivity of the strip
might be reduced in urine with a large amount of specific gravity. The strips are
equally sensitive to myglobin as to haemoglobin. Certain oxidizing contaminants,
such as hypochlorite, may lead to false positive results. Microbial peroxidase
associated with urinary tract infection may also produce a false positive result.
Vitamine in urine may not influence the result of the test.

Protein and Microalbumin

Albumin concentration in normal adult urine is less than 20 mg/L. A result of 20-200
mg/L indicates clinical microalbumin. A result of higher than 200 mg/L indicates
clinical albuminuria. A albumin discharge rate of 30-300 mg/24 hour indicates a
warning of urine microalbumin symptom. A albumin discharge rate of higher than
300 mg/24 hour indicates a warning of urine albumin symptom. Urine albumin
discharge may be elevated by temporary sport, urinary tract infection or acute fever
disease.

Microalbumin strip is intended for detecting urine microalbumin, and is sensitive to
microalbumin. Its sensitivity for other protein is 9 times lower than microalbumin.
The test is less sensitive to mucoproteins and globulins, which are generally
detected at levels of 60 mg/dL or higher. A visibly bloody urine (=5 mg/dL) may
cause falsely elevated results.

Microalbumin in urine may lead to:

(1) Occasionally presented urine microalbumin may be functional albuminuria or
postural proteinuria caused by physiological albuminuria, such as diet, sport, mental
stress, etc.

(2) Continuously presented urine microalbumin, microalbumin and glucose, or
microalbumin and blood are with great clinical significance.

Nitrite

Gram-negative bacteria in urine converts nitrate( derived from foods)into nitrite. The

reagent strip is essential to nitrite and won't react with the other substances in urine.

Pink spots or edges on the strip should not be interpreted as positive result, but any
degrees of uniform pink color development should be taken as positive result. The
degrees of color development the numbers of bacteria are not in direct proportion.
The negative result doesn't mean the existence of bacteria in a large amount.
Negative result may occur (1) when urine doesn't contain organism that caused the
conversion from nitrate to nitrite. (2)when urine has not remained in the bladder long
enough(four hours up)to let the nitrate covert into nitrite. (3) the nitrate in the foods
is absent. High specific gravity urine may reduce the sensitivity of the test.
1.4mmol/L ascorbic acid or less won't interfere with the result.

Leukocyte

Test area react with esterase in leucocytes (granulocytic leukocytes). Normal urine
sample generally yield negative result; positive results (+ or greater) are clinically
significant. Individually observed 'Trace' results may be of questionable clinical
significance; however 'Trace' results observed repeatedly may be clinically
significant. 'Positive' results may occasionally be found with random sample from
females due to contamination of the sample by vaginal discharge. Elevated glucose
concentrations (160mmol/L) or high specific gravity may cause decreased test
results.

Glucose

The test is for specificity of glucose. There is no false positive result occurring in
reagent strip, caused by any other substance in urine. When the ascorbic acid
concentration=2.8mmol/L or acetoacetic acid concentration=1.0mmol/L, the
sample whose glucose concentration is 3-7mmol/L may occur false negative result.
Specific Gravity

The reagent strip for Specific Gravity allows the urine sample specific gravity
between 1.000 and 1.030. In general, the mean error between the results of the strip
test and those from the refractive index method is only 0.005. To make it more
accurate, 0.005 may be added to readings from urines with pH equal or greater than
6.5. Urine reading instrument can automatically make these adjustments in
strip-readings. The urine nonionic constituents such as glucose or radiopaque dye
won't make any changes in the test. Highly buffered alkaline urines may cause the
low readings comparing with the other methods. Elevated specific gravity readings
may occur in the presence of moderate quantities of protein (1g/L-7.5g/L).

pH

The strip tests for pH values are generally in the range of 5.0-8.5 visually and
5.0-9.0 instrumentally.

Ascorbic Acid

The test area can detect the ascorbic acid in urine. Through the ascorbic acid
detection, we will know the level of ascorbic acid in the body and the effect degree
that the ascorbic acid bring to the test on glucose, bilirubin, blood and nitrite. It will
reduce the sensitivity when the oxidant (such as potassium permanganate,
hypochlorite )present in the urine.

Ca

A great deal of Mg(more than 10mmol/L) will cause urine Ca rising.

Result Table
Routine system of units and international system of units can be selected in urine
analyzer test.
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Print or Display Result
Test It Ab. i
estitem Routine System of International System of Units
Units
Microalbumnin MA 10 mg/L 80 mg/L 10 mg/L 80 mg/L
30mg/L | 150 mg/L 30 mg/L 150 mg/L
10 mg/dL | 200 mg/dL | 0.9 mmol/L | 17.7 mmol/L
Creatinine Cr 50 mg/dL | 300 mg/dL | 4.4 mmol/L | 26.5 mmol/L
100 mg/dL 8.8 mmol/L
<30 mg/g(normal) < 3.4 mg/mmol(normal)
. - 30-300
Albumin-Creatinine 3.4-33.9 mg/mmol(abnormal)
Ratio A:C mg/g(abnormal)
=300 mg/g(highly >33.9 mg/mmol(highly
abnormal) abnormal)

Remark: shaded area indicates abnormal result.

[Limitation of Test Method]

Like all the other laboratory tests, definitive diagnosis or therapeutic decisions
should not be made or based on any single result or method.

The application of the reagent strips is based on the study of clinical analysis.
For the clinical urine samples, the sensitivity depends on the following

factors: color variability, SG, pH, lighting condition, etc. Visual reading and
instrumental reading represent a range of values. Because of urine sample and
reanding variability, there is a deviation between the value of tested analyte and
actual value. For the tests of protein, glucose, ketone and urobilinogen, the
deviation of positive value above the second positive level should be within a “+”.
Because of the inherent difference of sensitization between eyes and optical
system, visual reading and instrumental reading might not coincide completely.

[Product Performance Index]
Urinalysis Strip LOD & Test Range

Item Lop Instrugae:;ael Test Visual Test Range
Urobilinogen(pmol/L) 3.4 3.4-135
Bilirubin(umol/L) 17 Neg.-103
Ketone(mmol/L) 0.5 Neg.-16
Creatinine(mmol/L) 0.9 0.9-26.5
Blood(cells/pL) 10 Neg.-200
Protein(g/L) 0.2 Neg.-20.0
Microalbumin 1 (g/L) 0.15 0-0.15
Nitrite(mg/dL) 0.125 Neg.-16
Leukocyte(cells/uL) 15 Neg.-500
Glucose(mmol/L) 2.8 Neg.-56
Specific Gravity — 1.005-1.030 ‘ 1.000-1.030
pH — 5.0-9.0 \ 5.0-8.5
Ascorbic Acid(mmoliL) 0.6 0-5.7
Ca(mmol/L) 1.0 1.0-10
Microalbumin 2 (mg/L) 10 10-150

Notes:

Microalbumin 1 is used for FUS-11MAIL, FUS-12MAT Urinalysis Strip.
Microalbumin 2 is used for FUS-13CrII, FUS-14CaIl Urinalysis Strip.
Specificity

Detect the Anti-VC Standard Solution presented in the following table using the
strips, the test results should not be negative.

Anti-VC Standard ;
ltem Solution Concentration VC Concentration
NIT 36umol/L 1.4mmol/L
GLU 14mmol/L 2.8mmol/L

[Points for Attention]

1.In vitro diagnosis for professional only.

2.Reagent strips must be stored in original bottle, do not take out strips except use
them immediately. Do not remove the desiccants, cap the bottle immediately and
tightly after taking out strips.

3.The expired strip should not be used, please make sure whether the strip is over
the life, and test it by quality control if the deterioration of strips occurs, which leads
color shallower or deeper, or any question occurs with the unexpected results.

4 Water can not be used as negative control.

5.Each strip can be used only once.

6.Please read the User’s Guide carefully before use.

7.Please dispose of the used strips according to Treatment Regulations of Lab
Biohazard Materials.

8.Do not place them in the refrigerator, however they should be stored in dry place
and protected from direct sunlight, do not touch the reactive area of strip, ambient
moisture, light and heat must be prevented in order to protect the reactivity of the
strips.
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