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INTENDED USE

analytes in urine: Ascorbic acid, Glucose, Bilirubin, Ket
Gravity, Biood, pH, Protein, L Nitrite and L eukox

SUMMARY

function,

PRINCIPLE AND EXPECTED VALUES

reacts with iodide

present in the urine specimen, and are possibly masking the bilirubin reaction.

ketone levels may occul urine during physiological stress
pregnancy and frequent strenuous exercise. 4% |n starvation

car
concentration before serum ketones are elevated.”

range from deep blue-green in urine of low ionic

little bladder incubation occurred, to as high as approximately 80% in cases where
bladder incubation took place for at least 4 %o:a. i Y
Leukocytes: d.._u. test reveals the presence of granulocyte esterases. The esterases
cleave a derivatized pyrazole amino acid ester to liberate derivatized hydroxy
pyrazole, This pyrazole then reacts with a diazonium salt to produce a beige-pink to
purple color. Normal urine specimens generally yield negative results. Trace results may
jonable clinical significance. When trace results occur, it is recommended t0
fresh specimen from the same patient. Repeated trace and positive results

\

s ooy e s . are of clinical significance.
lysis Reagent Strips ips onto which |
reagent areas are affixed. The test is for the detection OQQScanﬁimMﬂacuﬂ_.m%ﬂuhﬂ 1 R

TS AND PERFC TERISTICS

(Acetoacetic acid), Specific
acid), S Based on the dry weight at the time of impregnation, the concentrations given may vary

Within manufacturing tolerances. The following table below indicates read times and

in urine of ionic_cor
gravity from 1.003-1.040. Twenty-four hour urin

and fiuid intake will have a specific gravity of 1.

damage, the specific gravity is fixed at 1 1010, the value of the glomerular filtrate.
Blood: This test is based on the i 1 i

the reaction of y
color ranges from orange to g

should be examined further. Blood is often, but nof
menstruating females.
pH: This test is based on a double i

covering the entire urinary pH range.
blue. The expected range

for each
Urine undergoes many changes during states of disease g
z or bod k
blood composition is altered to a significant extent c%n_ﬁ_m is .<cuoﬁ."sn_.o= hoaal M Reagent w....u Composition Description
an indicator of health or disease, and as such, is a part of routine health m%ﬁﬂ:ﬁ e i
:_._w.n_ﬁﬁ Reagent Strips (Urine) can be used in general evaluation of health b M_un Ascorbic 50 | 2,6 Detects ascorbic acid as low
in the diagnosis and monitoring of metabolic or systemic diseases that affect kidney Acid seconis mwou_ﬂa_u\ﬁuo_...umomnumﬁh. asstomgdl
and or of the urinary tract.'2 (ASC) e (0.28-0.56 mmol/L).
1.5% wiw g :8“% oxidase, A&woa..w\m"uaumaﬁ w.mMm ,os_\ﬂ.uv -
0/5% wiw peroxidase mmollL).
Ascorbic acid: This test izati o X m Results may be read at 10
ascorbic acid n-:uW the sgiqgﬁ %H.“_edn.aaaz = wﬁwﬁaﬂﬁﬁwﬂ 2 n._mNﬂ_ﬂo «a%%:a- .%.o&ﬂ ﬂWeﬁ%ﬁT.uﬁ:on aaou__.am .2. .wmu__s.zw :
Glucose: This test is based on the enzymatic reaction that occurs between %E.xﬁo .au.ﬂﬂ.h:\ﬁ iy ﬁ.::..m.ﬂ%:ﬁ?ﬂm”uﬁ:ﬂ “
oxidase, peroxidase and chromogen. Glucose f first oxidized to produce gluconic acid D% wiw
and hydrogen peroxide in the presence of %._.“_83 e&.qw_o. The hydrogen peroxide Bilirubi 20 2, 4-dichloroaniline Detects bilirubin as low as
gen in The extent to - diazonium salt; 0.4-0.8 mg/dL
which the chromogen is oxidized determines the color which is produced, ranging from (BIL) nds | gg 59 wiw buffer and non- | (6.8-13.6 pmol/L).
green to brown. Low amounts of glucose are normally excreted in urine.? Glucose | reactive ingredients -
s, may be considered Ket: 40 wiw sodium elects acetoacetic acl
hould be interpreted .nm.y. seconds | nitroprusside. jow as 2.5-5 mg/dL  (0.25-
buff 0.5 mmollL).
ine in a strongly acidic medium. Varying bilirubin levels will produce a pinkish Indicalor, lermines urine
ormorionay 5 s conceniration i unne. In normal urine, no BiiFIbN 1S Speciic | 45 |17.5% wiwbullerand non- | graviy betweer LE02NG,
detectable by even the most sensitive methods. Even trace amounts of bilirubin require Gravity seconds | reactive ingredients; 55% 030, Pas %o :uiiﬂ?o
further investigation. Atypical results (colors different from the negative or positive color (S6) poly (methyivied. ﬁﬁom aac.ﬂuai..ﬂﬁ. 40.005.
blocks shown on the color chart) may indicate that bilirubin-derived bile pigments are ether/maleic anhydride); | index mef .005.
Ketone: This test is based on ketones reacting with nitroprusside and acetoacetic acid tetrameth Na Detects free hemoglobin as
to produce a color change ranging from light pink for negative results to a darker pink or Blood 60 %—ﬂmwomﬂwﬁ_ nens low as 0.015-0.062 mg/dL or
itive results. Ketones are normally not present in urine. Detectable (BLO) seconds 5-10 Ery/ul _.._4—___.5» .
i s such as fasting, 90% wiw buffer and non- acid 8:5_.—‘.:_ f Anwo-ne:iu nn_.
. or in other abnormal reactive ingredients o
ketones appear in the urine in excessively high 0.5% wiw methyl red
60 sodium salt, Permits the quantitative
Specific Gravity: This test is based on the apparent pKa change of certain pretreated PH seconds | 5% Ww bromthymol blue; | differentiation of pH values
polyelectrolytes in relation to ionic concentration. In the presence of an indicator, colors w_; W“.M\:ﬁ non-reactive within the range of 5-9.
to green and yell
lliected unine may vary in specific % W Detects albumin as low as
i Protei bromophen: ;
ot (PRO). oo | andpon. | 7:0-20 m/dL (0.075.0.2
reactive ingredients oL
y \ike activity of hemoglobin which catalyz o e Detects urobilinogen as low
_naum% B0 i Qﬂﬁoﬂzﬁ% (URD) | seconds |97.5% wiw buffer and on- 3 02s %: o _.%_.
° S Q ‘ reactive in ients
development on the reagent area within 60 seconds is significant and the urine specimert Delects sodium nitiie as low
t invariably, found in the urine of N 60 |45%ww p-arsanilic acid; | as 0.05-0.1 mg/dL in uri
(NIT) | seconds | 85.5% wiw non-reactive | with a low specific oravity
ingredients and less :Mm_ 30 mg/dL
ascorbic acid.
for normal urine specimens from newborns is pH 5-7. The 0.5% wiw derivatized
expected range for other normal unine specimens is pH 4.5-8, with an average result of — 3 wﬁ_ﬂ.ﬂ:m:o mﬂ.ﬂ _ﬁmm_wq_ ) De leuks e
(LEU) | seconds | 32% wiw buffer; 67.1% | 25,1025 white blood cells
wiw non-reactive uL in clinical urine.
ingredients

The performance characteristics of the Urinalysis Reagent Strips (Urine) have been
determined in both laboratory and clinical tests. Parameters of ,.:_xmzm:ﬂw o %a user

a modified Enhrlich reaction between p-
vogen acid in strongly acidic medium to

are P accuracy and precision. Generally, this test has been
developed to be specific for the to be (._N: the fore of the
interferences listed. Please refer to the Limitations section in this package insert.

Interpretation of visual results is dependent on several factors: the variability of color
perception, the presence or absence of inhibitory factors, and the lighting conditions
when the strip is read. Each color block on the chart corresponds 1o a range of analyte

H di and
ugugxg.cg__gmgﬁga.b\o« P p d in heme
4 synthesis and is a normal substance in unne. The expected range for normal urine with
by this test is 0.2-1.0 mg/dL (3.5-17 pmolL). A result of 20 mg/dL (35 umol/L) may be of
B Clinical significance, and the patient specimen should be further evaluated.
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rsanilic acid to form a diazonium compound. The diazonium compound in turn couples
with 1 N-(1-naphthy!)- ethylenediamine to produce a pink color. Nitrite is not detectable
Sgw_:id,a?:;uiiﬂvo%smQ:onnmec-SQon.o:_amoo_&wﬁ
726.65&::3%;395550%%5%5?
of positive cases with the nitrite test ranges from as low as 40% in cases where
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PRECAUTIONS

« For in vitro diagnostic use only. Do not use after the expiration date.

« The strip should remain in the closed canister until use.

« Do not touch the reagent areas of the strip.

« Discard any discolored strips that may have deteriorated.

« All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.

« The used strip should be to local

9 after testing

STORA,

\GE AND g

Store 5 TABILIYY . Bilrubin is absent in normal urine, so any Posiive result, including a trace
30°C) kpackaged in the closeq BilirubIn: B e an undertying pathological condition and requires further investigation
on 1 8D OUL of direct symmn 2Nster oither at room lemperature or refrigerated (. 27 S with urne contaiing large doses of chiorpromazine or rfampen
M 208t labei. Doy no e, 5410 1 table thiouch the expiration e prrics 22 Ty O aken for positve A The presence of biliubin-derived bile
c.g.a:tzno_ugﬂoa:i-sl%_n!gi enough strips for that might be

9”.. expiraion date €ZE. Do not use

Stabiji Canisler has been opened, the remaining strips trations of ascorbic acid may decrease sensitivity.
- 1Y May be reduced in mgn sty condnone? 7 0 Sabeor o3 months ISR does not react with acetone or B-hydroxybutyrate, Urine specimens of
CIMEN COLLECTION AND PREPARATION hgh glgment and other substances containing sulfhydryl groups Occasionally give

react

s up to and including trace (+).

Gravity: Ketoacidosis or protein higher more than 100 mg/dl may cause
u.“w“ results. Results are not affected by non-ionic urine components such as
?%.sss.i:o:uuou:a:En-ﬂmﬁnmuno.ooma__iavc%nga&an
Ineated on the color chart.

Bloode A uniform blue color indicates v.:“ﬂﬂmos:ﬁ of 3n<om3_ u.i..uniaqoaz o

he Zu'n%%.wﬂgﬁog blue spots indicate intacterythrocytes.

%ﬂﬂwzﬂwﬂ.ﬂﬁ%ﬁ F.-__N%_H: ° dlucosa «mawo::l_oc accuracy, separate color scales ow_i vaaum: for :m“q_uce! and for
18 spacim i test seen with urine from

affect protein (and to a _ommovn imen with skin cleansers containing chiorhexidine may gfﬁiﬂ.‘v%;gig ﬂﬁhﬂg &ﬂaﬂ: vﬂ._dnconﬂ aa”m.g 3 iﬁ.ﬁ: 585-.5_“

r extent, specific gravity and bilirubin) test results.

RIAL \ovigts concentration of ascorbic acid may inhibit color formation. Microbal peroxidase,
Edm 4 'ux“in with urinary tract infection, may cause a false positive reaction. The test is.
Materials Provided sty more sensitive to free hemoglobin and myoglobin than to intact enthrocyles

o4 Stips pH: If the procedure is not followed and excess urine remains on the strip, a

e Package insert

Materials Required But Not Provided
 Specimen collection container

phenomenon Known
reagent will run onto >
readings are not affected by variations in urinary buffer concentration.

Protein: Any green

as “runover” may occur, in which the acid buffer from the protein
the pH area, causing the pH result to appear arfically low. pH

color indicates the presence of protein in the urine. This test is highly

® Timer sensitive for albumin, and less sensitive to :S%c.ou_; globulin and mucoprotein. A
negative result does not rule out the presence these other proteins. Faise positive
DIRECTIONS FOR USE resuits may be obtained with highly buffered or alkaline urine. Contamination of urine

Allow the strip, urine speci
30°C) prier to esting, specimen, and/or controls to reach room temperature (15-
1. Remove the strip from the closed cani soon
. ister and use it as
_o.saoas.w:.o_nma the canister tightly after removing the required -n:hln”h.u-_
ompletely immerse the reagent areas of the strip in fresh, well-mixed urine and
immediately remove the strip to avoid dissolving the inco.!u See Z

Urobilinogen:

with or skin cleansers containing

horhexidine produce false positive results. The urine specimens with high specific
giﬂ.iiéﬁog.

‘Al results lower than 1 mg/dL urobilinogen should be interpreted as

below. 1

While removing the strip from the urine, run the edge of the strip against the rim of

the unine container It ove excess urine. Hol i
o e . Hold the strip in a horizontal position

.

10 False negative results may be

such as p

obtaned if formalin is present. The test cannot be used to detect porphobilinogen.
Nitrita: The test is specific for nitrite and will not react with any other substance normally
excreted in urine. Any degree of uniform pink to red color should be interpreted as a

{rip into contact with an absorbent material (e.g. a paper positve: result, suggesting the presence of nitrite. Color intensity is nol proportional to
Tl 0 mesk s from adjacent reagent areas andior soling hands  the number of bacteria present in the urine specimen. Pink spots or pink edges should
3. Cor th ok . igglmgggiﬂggﬁi;imgwiszo
o :ﬂu!w e reagent areas to the corresponding color blocks on the canister label  background may aid in the detection of low nitrite levels, which might otherwise be
=t the specifed tmes. Fokd the strip cose to the color blocks and match Carefuly.  missed. Ascorbic acid above 30 mg/dL may cause false negatives in urine containing
e illustration 3 below. SBEPGOBQ&P%E:P._._‘%RESE.EEa:o&.oﬂz}ao
te: Results may be read up 1o 2 minutes after the speciied tmes cnecmens with highly buffered alkaline urine. For accurate results, anfibiotics should be
o ° © Sscontinued for at least 3 days before the test is performed. A negative resuit does not
/ H5§§:§i§.§§g§<gﬂ_=gg
8y i, nfecions from organisms that do not contain reductase o convert nitrate to nitite; when
[ 7 4 Vo . §§.§3¢:§§s‘§.ﬂu§%i§i§!.:o:a:o«
\\A\. | SR 11§ ,—u reduction of nitrate to nitrite to occur; or when dietary nitrate is absent.
i ,Li Z Leukocytes: The result should be read between 60-120 seconds 1o allow for complete
Solot development. The intensity of the color that develops is proportional (o the number
1 of leukocytes present in the unne specimen High specific gravity or elevated glucose
| _. N concentrations (2500 mg/dL) may cause test results to be artificially low. The presence
- " ' of or high of oxalic acid may also cause test
b toe?] results to be artificially low. Tetracycline may cause decreased reaclivity, and high
g \evels of the drug may cause a false negative reaction. High urinary proteir
(2500 mg/dL) may diminish the intensity of the reaction color. This test will not react witt
L mon in urine.
INTERPRETATION OF RESULTS i

Results are obtained by direct companson of the color blocks printed on the canister
label. The color blocks represent nominal values; actual values will vary close to the
nominal values. In the event of unexpected or questonable results, the following steps
are recommended; confirm that the specimens have been tested within the expiration
date printed on the canister label, compare results
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the stnp immediately and contact your local distributor

QUALITY CONTROL

For best results, performance of
positive and negatve specimens/controls whenever a new test is
lsﬁﬁmiigs-ua.i,gggs
for adequate standards of performance.

LIMITATIONS
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