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For rapid detection of multiple analytes in human urne
For in vitro diagnostic use only.

The Urnalysis Reagent Sirips (Urine) are firm plastic strips onto which several separata
reagent aras arv affixed Tha test (s for the qualtiative and semi-quantitative detection ol
one or more of the following analytes In urine: Specific Gravity, pH, Laeukocytes, Nitrite,
Protain, Glucose, Ketone Bodies, Urobliinogan, Bilirubin, Blood, and Ascorble Ackd. The
Mission® Expert Unnalysis Reagent Strips (Urine) are for single use In professional
near-patiant (point-of-care) and centralized laboratory locations.

Refor to kit box label tor the specifio analyte(s) listed, and compare o the appropriate
analyta(s) and color blocks on the color chart for results. The Urinalysis Reagent Strips
(Urine) can be read visually and on the Mission® Expert Urine Analyzers, and aro intended
for professional use only

SUMMAR

Urine undergoes many changes during states of disease or body dysfunction befare
blood composition s altered to a significant axtent, Urinalysis 18 a useful procedure as

Ascorblc Acld: This toat involves decolorization of Tilmann's reagent. The presence of
Ascorblo Aokl caunes the color of the test fleld to change from blue-green to orange.
Patlents with adequate diet may excrete 2-10 mg/dl. dally. After Ingesting large
amounts of Ascorbie Acld, levels can bo around 200 ma/dL

REAGEN ND PERFORMANCE CHARACTERISTICS
Basod on the dry w L at the time of impragnation, the concentrations given
Mmay vary within manufacturing tolerances. The following table bolow indicates
read limes and performance characteristics for each parameter
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« Color chart » Packaga Insart
Specimen collection container « Timer
DIRECTIONS FOR USE

Strips

Allow the strip, urine specimen, and/or contrals to reach room temperature

Proteln: This test ly sonsilive for albumin, and loss sensitive to Hemoglabin,
globulin and mm,':!l‘“»{' Contami of urine wilh  quatarnary

m or akin g chlorhexidine may produce
powvolrnulllc’ Folse positive resulls can also ba caused by blood Infusion with
inylpyrrolidone
lucose: The reagent aren wx::n not ranct with lactose, golactone, fructose or other

nor with ) druge SQ Q. salicylates and
nalldixic acid). Effacts of Ascorble Acld on Glucose have bean gren l‘roduml‘ Glucosa

an Indicator of health or disease, and as such, (s o part of routine hoalth Tha
Urinalysis Reagent Strips (Urine) can ba used n general evaluation of health, and alds
In the and W of lic or sy that l\l‘&acl Kidnoy
function, endocring disorders and diseases or disorcers of the urinary (ract,

PRINCIPLE AND EXPECTED VALUES
Specific GravltY‘ This test s based on the apparent pKa change of certain pretreated
polyelactrolytes in relation to lonic concentration. In the presance of an Indicator, colors
range from deep blue-green in urina of low lonle concentration to graen and
yellow-g In urine of ing fonic cp o, y urine may
vary In Specific vaux from 1 003-1.038 Twanty-four hour urine from heallhy adults
with normal diets and fiuld Intake will have a Spacific Gravity of 1.016-1.022." In cases
of severe renal damage, the Specific Gravity (s fixed at 1.010, the value of the
glomerular filirate
PH: This tast s based on a double Indicator system which glves a broad range of colors
covering the entire urinary pH mmﬂ Colors range from oranga (o yellow ang 1o blua.
The expected range for normal urine specimens from newboms 18 pH 5.7, 'ﬂn oxpocted
range for othor normal urine specimens Is pH 4.5-8, with an average result of pH 6,
Loukocytes: This lest reveals the p of The

cleave o dorivalizad pyrazole amino ackl ester lo liberate dlﬂvnllz‘dmi'x'dmn
pyrazole. Then react with a diazonium salt to produce a violet dye. The test dol baotl
Intact and lysed Loukocytes
Nitrite: This lest depends upon the convarsion of nitrate to nitrite by the action of Gram
nagalive bactaria, or common urinary tract Infection causing organisms like E. coll in the
urine. It is based on the Griess® test principle. In an acidic medium, Nitrite In the urine
reacts with p-arsanllic acld to form a diazonlum compound, The diazonlum cm\g‘wm: in
tum couples with 1 N-('-napnn;yt)- ethylenediamine lo produce a pink color.
nol detectable In nomal uine." The Nitdle area will be posilive In some cases of
Infaction, depending on how long the urine specimens were retained in the biadder prior
to colloction. Retrieval of posilive cases with the Nitrite test ranges from as low as 40%
In cases whare litle bladder incubation occurred, 1o as high as approximately 80% in
cases where bladder incubation look place for al least 4 hours.
Protein: This reaction (s basad on the Ehonomamn known as the "protein error” of pH
indicators where an indicator that is highly buffered will change color in the presence of
Proteins (anions) as the indicalor releases hydrogen lons to the Protein. Al a constant
pH. tha davelopmaent of any green color is due lo the presence of Protein, Hm pH (up
10 9), chlorogquine, . quinine, or quinidine do nol affect this test. range
from yellow to yellow-green for negative resulls and green lo green-blue for positiva
results This test Is pariculardy sensitive to albumin.
Glucose: This test Is not affectad by the presence of Kelones, or the of the urine.
This test Is a specific glucose-oxidase/peroxidase (GOD/POD) reaction based method,
Ketone Bodles: Ketones are normally not present in urine. Del Ketone
an occur In urine during physiologicgl stress conditions such as fasting, pregnancy
and frequent slrenuous exercise.”’ |n starvation diets, or in other abnormal
carbohydrale metabolism situations, Ketones appegr In the urine in excessively high
'c;:centnamn before serum Kelones are elevated.” Legal's lest principle Is the test
s
Urobilinogen: This lest is based on the azo-cou| reaction of a stable diazonium salt
with Urobilinogen in a slrong‘ljy acidic medium lowpv"gdnm a red azo color, Urobllinogen
is one of the major compounds produced in heme synthesis and s a normal substance
in unne, The expected range for normal urine with this lest is 0.2-1.0 n&L (3517
wmollL) " A result of more than 1.0 mg/dL (17 umol/L) should be examined further.
Bllirubin: This test is based on the a; Ing reaction of Bilirubin with diazotized
dichloroaniline In a strongly acidic medium. Varying Bilirubin levels will mu
pinkish-tan color proportional (o Its concentration In uring. In normal urine, no
detectable by even the most sensitive methods. Even trace amounts of Bili
further investigation Atypical results (colors different from
plocks shown on the color chart) may indicate that Bilirubl
present In the urine specimen, and are posul:m mklvw the Bilirubin reaction.
Blood: This lest is based on the peroxidase-like activity of Hemoglobin which
the of o Y and 3.3'.5.5‘-lelrnmhylm:'.
The resulting color ranges from yellow to green to dark blue. Any spots or
color development on the reagent area within 60 seconds Is mm and mﬂ be
examined further Blood s often, but not invariably, found in the urine of mensiry;

atin:
females The significance of a trace reading varies among patients and clini
Jjudgment is required in these specimens.
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