


Specific Gravity: The chemical nature of the specific gravity test
may cause slightly different results from those obtained with the
specific gravity methods when elevated amounts of certain uring
constituents are present, Highly buffered alkaline uring may cause
low readings retative to other methods  Elevated spechic gravity
readings may be obiained in the presence of moderate quantities
{100-T50 mg/dl) of profain

Blood: The sensitivity of the blood test is reduced in urine with
high specific gravity andfor high ascorbic acid content.  Microbial
peroxidase, associated with urinary tract infection may cause false
positive reactions.

pH: If proper procedure i3 not followed and excess urine remains
on the strip, a phenemenan known as “running over” may oocur, In
which the acid butfer from the profein reagent area run onto the pH
area, cawsing a false lowering in the pH result

Protein: False positive results may be obtained with highly alkaline
uring, Contamination of the uring specimen with quarf.eman.r
ammoniurn compounds may also produce false positive results.

Urobilinogen: The test area will react with interfering substances
known o react 'mih Ehrlu:h 5 reagent. such as porphobilinogen and
p-am acid," This tesf is not a reliable method for the
detection of porphobilinogen. Drugs containing azo-dyes (e.g9. Azo
Ganirisin} may ghve a masking golden color. The absence of
urobilinogen cannot be determéned with this test

Mitrite: The pink color is not quantitative in relation to the number
of bacteria present. Any degree of pink coloration should be
imerpreted as a positive nifrite test suggestive of 10° or more
organismsiml.  There are cccasional unnary tract infections from
organisms, which do not contain reductase lo converl nitrate o
nitrite,

Leukocytes: Highly colored unine and the presence of the drugs
cephalexin (Keflex®) and gentamicin have been found to interfere
with this test High wrinary peotein of 500 mgldl or above
diminishes the intensty of the reaction color. Elevaled glucose
concaniration or high specific gravity may cause decreased results.

EXPECTED VALUES

Glucose: Small amounts of glucose are nomally excrated by the
kidney.* Concentrations as little as 0.1 g/dl glucose, read either at
10 or 30 seconds, may be significantly abnormal i found
consistently. At 10 seconds, results should be interpreted
qualitatvely, for sami-quantitative results, read at 30 saconds only,

Bilirubin: Mormally, no bilirubin is defectable in urine by even the
mos! sensilive method, Even trace amounts of bilirubin are
sufficiently abnormal to require further investigation  Atypical colors
({codors produced which are different than the negative or positive
color blocks shown on the Color Chart) may indicate that bilirubin
derived bile pigments are present im the urine sample and are
possibly masking the bilinsbin reaction

Ketone: MNormally, no ketones are present in urine.  Delectable
levals of ketone may occur in urne during physiclogscal stress
:‘.m'ld'rlim'ls such as fasling, pregnancy, and frequent stranwous
exercise *" In starvation diets, or in other abnormal carbohydrate
metabodism situation, ketones appear in the urine in excessively
large ameunts before serum ketones are elevated "

Specific Gravity: Random urine may vary in specific gravity from
1.003-1.040+, Twenty-four hour wrine from normal adults with
normal diets and normal fluid intake will have a specific gravity of
0.018-1.022" in severe renal damage the specific gravity is fixed at
1.010, the value of the glomerular filtrate

Blood: Any green spols or green color developing on the reagent
area within 40 seconds is significant and the urine should be
examined further. Blood is frequently, but not invariably found in
the urine of menstruating females.

pH: newbam: 5-7 thereafler 4.5-8 average: 6.°
Protein: In 24-hour wrine, 1-14 mg/dl of protein may be excreted
by the normal kidney * A color matching any color block greater
than frace indicates significant proteinuria,  For urine wilh high
specilic gravily, the test area may most closaly match the trace
color block even though only normal concentrations of protein are
present. Clinical judgment is needed to evaluate the significance of
trace resulls

Urobllinogen:  In a healthy populaton, the normal unne
urobalinogen range obtained with this test is 0.2-1.0 Ehrlich Unitfdl.
A resull of 2.0 EUid] may be of clinical significance and the same
patient sample should be evaluated further,

Nitrite:  Mormally no detectable amount of nitrite i3 present in
urine.” The nitrite area will be positive in a proportion of cases of
significant infection, depending on how lang the unne specimens
were retained in the bladder prior to collection. Retrieval of positive
cases with the nitrite test range from as low as 40%, in instances
where little bladder incubation cccurred, to as high as BO%% in
instances whene a minimum of 4 howrs mcubation occurmed

Leukocytes: MNormal unne specimens generally yield negative
results with this test A trace result may be of questionable clinical
significance and il is recommended that the test be repealed using
a fresh sample from the same patient. Repeated trace and positive
results are of clindcal significance.

Ascorbic Acid: The daily unnary output of ascorbic acd varies
with the intake, oulpul is approximately half of the intake. The
average urinary output ranges from 20-30 mg/day, If ascorbéc acid
is detected in uring, stop faking ascorbéic acld for 24 hours and
retest
False negative and weak reaction of glucose, blocd and bdirubin
may be obsenved if:
Glucose: more than 50 mg/dl ascorkec acid In the sample
Bilirubin. more than 50 mg/dl ascorbic acd in the sample,
Blood: mose than 10 mg/dl ascorbic acid In the sample

SPECIFIC PERFORMANCE CHARACTERISTICS

The performance characteristics of Urine Reagent Strps
{URS) hawe bean determined both in the laboratory and in clinical
tests, Parameters of imporance to the wuser are sensibivity,
specificity, accuracy. and precision. Generally, Urine Reagent
Strips (URS) have been developed 1o be specific for the constituent
o be measured with the exception of interferences listed above.
{Sea LIMITATIONS OF PROCEDURE)

For wvisually read sirips, accuracy is @ function of the manner in
which the color blocks on the bottle label are determined and the
discrimination of the human eye in reading the test  Precision is
difficult 1o assess in a test of this type because of the varability of
ihe human eye. I is for this reason that users are encouraged to
develop their own standards of performance

Glucose: This test is specific for glucose; no substances excreted
in urine other than glucase is known 1o give a positive result. The
reagent area does not react with lactose, galactose, fructose, or
reducing metabolites of drugs, e.g. salicylates and nalidixic acid.
This test may be used to determine whether the reducing
substances found in urine is glucose.  Approximately 100 mgidl
glucose in uning is detectable

Bilirubin: The fest has a sensitivity of 0.4-0.8 mg/dl bilirubin in
urine.  The test is considered specific for bilirubin in urine

Ketone: The ketons test area provides semi-quantiatve resulls
and reacts with acetoacets acid in unne. This 1es! does not react
with bata-hydroxybutyric acid or acetone, The reagent area defects
as fitile as 5-10 mg/dl acetoacetic acid in urine.

Specific Gravity: The specific gravily test permits determination of
unine specific gravity between 1.000 and 1.030. In general, the
specific gravity test correlates within 0,005 with values oblamed
wilh tha reflective index meathod.

Blood: At the time of reagent manufacture, this test when read as
instructed has sensitivity to free hemeglobin of 0.015 mgldl ar 5-10
intact red blood celisful. urine, Thas fest is slightly more sensitive to
free hemoglobin and myoeglobin than to intact erythrocytes.

pH: The pH test area permits guantitative differentiation of pH
values to one umit within the range of 58, pH reading is not
affected by variation in the urinary buffer concentration

Protein: The test area B more sensitive 10 aloumn than to
globuln, hemoglobin, Bence-Jones proteins, and mucoprotein, a
negative result does not rule out the presence of these other
proteins,  The test area is sansitive to 15 mg/dl albumin.
Depending on the inherent vanability in clinical urine |esser
concentration may be detected under certain conditions

Urobilinogen: This test will datect urobilinogen n concentrations
as low as 0.2 EWdl in urine, The absence of urobilinogen in the
specimen being lested cannot be determined with this test,

Nitrite: At the time of reagent manufacture, this 1es1 has sensitivity
to sodivm nitrite of 0.075 mg/dl. Comparison of the reacted reagent
area on a white background may aid in the detection of low levels
of nifrite ion, which may otherwise be missed, This test is specific
for nitrite: and will not react with substances normalky excreted in the
uring

Leukocytes: This test can detect as low as 10-15 WBCHL. This
test will not react with erythrocyles or bacteria commaon in uring.

Ascorbic  Acid: This test can delect asscorbic acid in
concentrations as low as 10 mgfdl in unine
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Loding®is 8 registered trademark of Wyeth-Ayerst Laboeatonas.

Azo Gantrisin® and Azo Gamanol® are regsiensd frademarks of Roche
Loboratories. Kefex® s a registered trademark of Dista Products Company,
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