URiSCAN@Urine strips »

Intended use

m Professional use

m Determination of one or more of the following parameters
in urine: Blood, Bilirubin, Urobilinogen, Ketones
(Acetoacetic Acid), Protein, Nitrite, Glucose, pH, S.G
(Specific Gravity), L and  Ascorbic Acid in urine.

Warning and Precautions

URISCAN Urine Test Strips are for in vito diagnostic use only. As with al ldooratory
tests, definfive Diagnostic or therapeutic decisions should not be based on any single
result or method, The effects of drugs or other metaboltes on the indiidual tests are
not known in al cases. It is therefore recommended that in doubtful cases, the test
should be repeated after withrawal of the medication and ifresuts are questionable,
repeat along with a confimatory method.

Storage and Shelf life / Disposal
URISCAN Urine Test Strios ave stable up to the expiy date specfied on the lebel and
box when stored in a room temperature and used according to the directions.
Used test strip should be disposed according to the safety regulations applicable at
your faciity. The desiccant in the srip container is non-toxic. for your health but if
you inacvertently ingested f, you should flushed down with plenty of water.

Methodology

The test is based on pseudo-peroxidase reaction of
hemoglobin. Oxygen is released, oxidizing tetramethylbenzi-|
dine, producing a color change from yellow through green to
dark blue. The appearance of green spots on the reacted:
reagent area indicates the presence of intact RBC in the urine|

Blood

This test is based on the coupling of bilirubin with diazotized:
dichloraniling in a strongly acid medium.
The color range through various shades of pink to violet.

Bilirubin

This test is based on the coupling of urobilinogen with:
diazotized p-methoxyaniline in a strongly acid medium.
The colors range from beige through pink to dark pink.

Urobilinogen

This test is based on the reaction of acetoacetic acid with
nitroprusside, resulting in a color change from buff-pink to
maroon.

Ketones

This test is based on the color change of the indicator|
tetrabromphenol blue type in the presence of protein,
producing a color change from yellow/green to blue.

Protein

This test is based on the conversion of nitrate to nitrite by the
action of Gram negative bacteria in urine. At the acidic pH of
the reagent area, nitrite in the urine reacts with sulfanilamide to
form a diazonium compound. The diazonium compound
couples with an aromatic compound to produce a pink color.

Nitrite

This test is based on a double sequential enzyme reaction.
One enzyme, glucose oxidase, catalyzes the formation of
gluconic acid and hydrogen peroxide from the oxidation of
glucose. A second enzyme, peroxidase, catalyzes the reaction
of hydrogen peroxide with a potassium iodide chromogen to
product colors ranging from blue through green to brown.

Glucose

This test is based on a double indicator (methyl red and
pH bromothymol blue) principle that gives a broad range of colors,
from orange, yellow, green, and blue.

This test is based on the pKa change of certain pretreated

S.G polymeric ion exchange resin in relation to ionic concentration.
(Specmc In the presence of an indicator, colors range from blue-green
. in urine of low ionic concentration through green and
GraVItV) yellow-green in urines of increasing ionic concentration.
This test is based on the color change ranging from beige to
pink that occurs when esterase is hydrolyzed then coupled
LEUCOW‘ES with diazonium salt to form a colored azo dye.

. .| The composition comprises certain oxidized dye compounds
Ascorbic Acid [which, in their oxidized state, are colored, but which become
colorless when reduced by ascorbic acid.

Package insert to be used
with the following products

For Visual
1 Protein{#U11),1 Ketone(#U15), 1 Glucose(#U19), 2 GR(U20),
3 GPH(#U21), 2 Gluketo(U24)
For Visual or URISCAN Readers
(Pro/Optima/S-300/Consult diagnostics(773)
5 HemoketoGPH(#U22), 6 L strip(#U25), 8 strip(U26), 7 strip(U27),
9 8G strip(#U37), 10SGL strip(#U39, #U774), 11strip(#U41)
5 Lsrtip(#U46), 4 HemoGPH(#U12)

Handling procedure P

Do not remove strp from the container before t s to be used for testing.
Do ot touch the test pads on the strp. After removing a test strip, immediately
replace the cap completely. Do not remove the desiceant from the container.

Quality Control

For best results, performances of reagent strips should be confimed by testing
known negative and positve specimen or conirols whenever a new bottle is first
opened. Each laboratory should establish its own goals for adequate standards of
performance. Each lab worker should ensure that it complies with goverment and
local requirements.

Expected values

- Blood : Negative by result; 2~3 red cells per high power fied are generally
accepted as nomal by microscopy.

- Bilirubin : Detectable amounts of bilruoin are not nomally present in urine,
inogen : Male (0.3~2.1mg;2nhours), Female(0.1~1.1mg/2hour), Resuk

Use only clean dry container to collect urine and test it &s soon as posshe. Iftesting
cannot be done within an hour after voiding, refrigerate the soecimen immediately

and let it retum to room temperature before testing. The impropery storedstored
over 4 hours &t RT, stored at high tempereture [>30°C or >86°F ) uing specmens
may give inaccurate results.
Adaitional materials not provided : Absorbent paper (issue or gauze),

Time (stopwatct, Clean dy container tube or cup)

Test procedure

This procedure must be followed exactly to achieve reliable resufts.

1. Please refer to the box and botte label for specific reagent areas on the product
you are using. Confim that the product is within the exoiration date shown on
the label.

2. Collect fresh, well-mixed, tncentrfuged urine specimen in a clean dry container.
Mix wel mmediately before using.

3. Remove one strip from the bottle and replace the cap immediately.

4. Inspect the stip. ff reagent areas are discolored, do not use the stip.

5. Dipthe test strp into the urine up to the last test pad for no more then 1
second.(See Diagram A)

6. Wipe off excess urine on an absorbent paper. Lightly touch the edges of
one side ofthe test sirip on the aosorbent paper. (See Diagrem B))

7. Read the test results carefull at 60 seconds n a good fight and with the test area
held near the appropriate color chert on the botte label. Changes in color that
appear only along the edges of the test pads or after more than 2 minutes have
passed are of no diagnostic significance. (See Diagram C)

Rests with leucocytes test portion can be read at 120 seconds.
Ifreading instrumentally, carefuly follow the directions given in the appropriate
instrument operating manual.

Diagram A Diagram B

o@;@o

Diagram C

are somefimes expressed in Envich units, 1 mg roblinogen = 1 EU

- Ketones : In starvation diets or in other instances of abnormal carbohycrate
metabolism, ketones appear in the urine in excessively large amounts before
serum Ketones are elevated.

= Protein : Normell up to 20mg/dL of protein in the Lrine is not considered

= Glucose : A small amounts of glucose (up to 30mg/dLmay be present in

= pH : 5~8, nomal kicneys can produce ring with pH from 45-8.2, but with
ordinary diet, urine pH is ahout 6.0

- .G (Specific Gravity) : 1.003~1,029, Adutt on nomnal flid intake : 1.016~1.022,
speciic gravity decreases with increasing age.

- Leucocytes : Nomal urine ordinarly yield negatve resuts.

od

~Blood : Elevated SG or protein in urine may reduce the reacthity of the blood test
porion. Oxidzing  contaminants, such as hypochlorte, may produce false-positive
results. Microbial peroxidese associated with urinary tract infection may cause a
false-positive restit. Higher ascorbic acid concentrations (>60mg clL) may cause
felse-negative result at the low level of blood.

~Bilirubin : Meteboltes of drugs, such as Pyricium and Serenium, which give a color
at low pH may cause false-postive. Indicanindoxy sulfate) can produce a yelow-
arange to red color response which may interfere with the inferpretation of negative
or posiive readings. Ascorbic acid(>26mg/dL) may cause false-negative resut.
-Urobilinogen : The absence of urobiinogen in the specimen cannot be determined.
The test area il react with substances known to derve Envich*0s reaction, such as
peragminosalicylic acid. The test is not a reliable method for the detection of
porphobiinogen.

~Ketones : Harly pigmented or large amounts of levodopa meteboltes containing
uring may cause weak postive resus. Some high-SG and low-pH wring may give
false-posive resuit. P.S.P{phenolsulfonphthalein) may cause false-postive resut.
-Protein : High alkaline urine(>pH9) may cause false-positive result.
Quinine,quinicine, chloroquine, trimethoprim, phenazopyridine,polyvinyiprolidone
(blood substituents| and the residues of disinfectants containing quatemary
ammonium groups or chlorohexidine in the urinary vessel may cause false-postive.
-Nitrite : Ascorbic acid(>25mg/dL) may cause false-negative result with low level of
nitite containing(<0.08mg) une. The negative resut does not always mean that the
patient is free from bacteriuria. Negative result may ocour when urinary tract
infections are caused by organism which do not contain nirate reductase; when
urine has not been retained in the bledder long enoughffour hours or more) for
reduction of irate to nitite occur; or when dietary nitrate is absent.

~Glucose : High SGi>1.020) with high pH urine and ascorbic acid>50mg/dL) may
cause false-negative result at the low level of glucose.

Ketones reduce the sensitiity of the test. moderately high ketone level>40mg/al)
may cause false-negative for specimens containing small amounts of glucose
(<100mg/alL). Reacthty may be infienced by rine SG and temperature. ff the: color
appears somewhat motfled at the higher glucose concentration, match the derkest
colorto the color block,

-pH : If the excessive urine s remain on the strip because of improper test
procedure, it s possible that the acidic buffer in protein portion comes out and affect
the pH portion, then pH result may be decreased than the actual

This phenomenon s called “run-over effect’,

~Specific Gravity : Highly buffered alkaline urine may cause diminished result,
whereas highly buffered acicic uine may cause slightly elevated resut.

-Leucocytes : Large urinary protein excrefion(>500mg/dL) may cause false- negative
resut, Nitrofurantoin masks the reacted color to yelow. Tetracycine may cause
false-negative result at a low level of leucocytes. High concentration of glucose
(>2000mgy/a) may diminish this reaction at a low level of eucacytes.

-Ascorbic Acid : Alkaline urine (oH 8-9) may diminish the reaction.

Blood Tetramethylbenzidine 1.5mg
2,5-Dimethylhexane-2,5-dihydroperoxide 25mg

Bilirubin 2,4-Dichlorobenzene diazonium salt 0.65mg

Urobilinogen Methoxybenzene diazonium salt 2.55mg

Ketones Sodium nitroprusside 9.25mg

Protein 3355-T 0.3mg pahdlogica,

» 2-Aminobenzenesulfonamide 9.1mg - Nitite : Negatie
Nitrite Tetrahydrobenzoquinoline 0.46mg !
norml urine,

Glucose oxidase 0.315ku

Glucose Peroxidase 0.05ku
Potassium iodide 7.0mg

pH Methyl red 0.026mg
Bromothymol blue 0.435mg

SG Bromothymol blue 0.7mg

Leucocytes N-Tosylalanin indoxyleser 0.45mg

Ascorbic acid 2.6-Dichlorophenclindophenol sodium salt 0.18mg

acteristics
Sensitivity Specificity
5RBC] or 3-6RBC:hpf Intact RBC,
Blood (0.015mg/dl_ hemoglobin) Hemoglobin,
Myogobin
Bilirubin 05mg/dL Biiuoin Bifuoin
Urobilinogen | Trace-1EUL Uroblnogen
Ketones | syl Acsoacetc Acd, 70mgioL Acetore Acetoanetic Acid
Protein 10mg/dL Abumin Aoumin
Nitrite 005mgdNirfeion (10°becteraml)  Niteion
Glucose 50mg/dL Guoose Gluoose
10MBLor 3-5NBCHyf iactandysed
Leucocytes B fsyes
[ 1omgid Ascotic acid Ascorbic Acid
Ascorbic Acid {iamn()

* HPF : High Power Field
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