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Urinalysis Reagent Strips (Urine)
Mocové testovaci prouzky (Mo¢)
Navod

Pro rychlou detekci vice analytd v lidské moci.
Pouze pro profesiondlni in vitro diagnostické pouZiti.
URCENE POUZITI
Mocové testovaci prouzky (moc) jsou pevné plastové prouzky, na které je pripevnéno nékolik
samostatnych reagencnich zén. Test slouZi ke kvalitativni a semikvantitativni detekci jednoho nebo
vice z nasledujicich analytt v modi: kyselina askorbova, Kreatinin , Mikroalbumin , glukéza, bilirubin,
ketony , kyselina acetoctova , mérnd hmotnost, krev, pH, bilkoviny, urobilinogen , dusitany a leukocyty,
vapnik. Mocové testovaci prouzky (mo€) jsou uréeny k pouZiti v profesionalnich laboratofich v
blizkosti pacienta (v misté péce) a centralizovanych laboratofich.
Pro konkrétni analyt (analyty) uvedeny v seznamu se podivejte na Stitek soupravy a porovnejte je s
pFislusnym analytem (analyty) a barevnymi bloky na barevné tabulce, kde naleznete vysledky.
SHRNUT{
Mo¢ prochazi béhem onemocnéni nebo télesné dysfunkce mnoha zménami, neZ se sloZeni krve
vyznamné zméni. Analyza moci je uZite¢ny postup jako indikator zdravi nebo onemocnéni, a jako
takovy je soucasti bézného zdravotniho screeningu. Mocové testovaci prouzky (moc) lze pouzit k
obecnému hodnoceni zdravi a pomdhaji pfi diagnostice a monitorovani metabolickych nebo
systémovych onemocnéni, kterd ovliviiuji funkci ledvin, endokrinnich poruch a onemocnéni nebo
poruch motovych cest. **
PRINCIP A OCEKAVANE HODNOTY
Vapnik: Test je zaloZen na barevné reakci kovovych iontd s chelatory . Komplexon vapenatého iontu s
o-kresolfthaleinem se zbarvi do fialova Umérné koncentraci vapniku v moci. Kyselina
8-hydroxy-5-chinolinsulfonova se pouziva ke snizeni interference hof¢iku pfitomného v moci.
Kyselina askorbova: Tento test zahrnuje odbarveni Tillmannova Ccinidla. Pfitomnost kyseliny
askorbové zplsobuje zménu barvy testovaciho pole z modrozelené na oranZovou. Pacienti s
dostate¢nou stravou mohou vylu€ovat 2-10 mg/dL denné. Po poziti velkého mnoZstvi kyseliny
askorbové se hladiny mohou pohybovat kolem 200 mg/dL .
Glukéza: Tento test je zaloZen na enzymatické reakci, ktera probihd mezi glukézooxidazou,
peroxidazou a chromogenem. Glukéza se nejprve oxiduje za vzniku kyseliny glukonové a peroxidu
vodiku v pfitomnosti glukdzooxidazy. Peroxid vodiku reaguje s jodidem draselnym ( chromogenem) v
pfitomnosti peroxidazy. Rozsah oxidace chromogenu urcuje barvu moci, kterd se pohybuje od zelené
po hnédou. Glukéza by neméla byt v normalni moci detekovana. Malé mnoistvi glukdzy mize byt
vylu¢ovéno ledvinami.> Koncentrace glukézy az 100 mg/dL mohou byt povazovany za abnormélni,
pokud jsou vysledky konzistentni.
Bilirubin: Tento test je zaloZen na azo-kopulacni reakci bilirubinu s diazotovanym dichloranilinem v
silné kyselém prostfedi. RGzné hladiny bilirubinu zpisobi rdZovohnédé zbarveni umérné jeho
koncentraci v moci. V normalni moci neni bilirubin detekovatelny ani témi nejcitlivéjSimi metodami. |
stopova mnoistvi bilirubinu vyZaduji dal$i vySetfeni. Atypické vysledky (barvy odlisné od negativnich
nebo pozitivnich barevnych blokil zobrazenych na barevné tabulce) mohou naznacovat, Ze ve vzorku
moci jsou pfitomna Zluéovd barviva odvozend od bilirubinu, ktera pravdépodobné maskuji
bilirubinovou reakci.
Keton: Tento test je zaloZen na reakci ketontl s nitroprusidem a kyselinou acetoctovou , coz vede ke
zméné barvy od svétle riZové u negativnich vysledkl az po tmavsi rlZovou nebo fialovou u
pozitivnich vysledkd. Ketony se v moci obvykle nevyskytuji. Detekovatelné hladiny ketond se mohou v
moti objevit béhem fyziologického stresu, jako je hladovéni, téhotenstvi a ¢asté namahavé cvi¢eni. “°
Pfi hladovéni nebo jinych abnormalnich stavech metabolismu sacharidl se ketony objevuji v moc¢i v
nadmérné vysoké koncentraci dfive, ne se zvy3i hladina ketond v séru.”
Mérnd hmotnost: Tento test je zaloZen na zdanlivé zméné pKa urcitych prfedem upravenych
polyelektrolytl v zavislosti na iontové koncentraci. V pfitomnosti indikatoru se barvy pohybuji od
tmavé modrozelené v modi s nizkou iontovou koncentraci az po zelenou a Zlutozelenou v moci se
zvy3ujici se iontovou koncentraci. Ndhodné odebrana mo¢ se mize v mérné hmotnosti pohybovat od
1,003 do 1,035.® Dvacetihodinovd mo¢ zdravych dospélych s normaélni stravou a pfijmem tekutin
bude mit mérnou hmotnost 1,016 a7 1,022.° V pfipadech tékého poskozeni ledvin je specificka
hmotnost stanovena na 1,010, co? je hodnota glomeruldrniho filtratu.
Kreatinin: Peroxiddze podobnd aktivita komplexu médi a kreatininu katalyzuje reakci
diisopropylbenzenu dihydroperoxid a 3,3',5,5'- tetramethylbenzidin za vzniku vysledného barevného
rozmezi od oranZové pres zelenou po modrou. Koncentrace kreatininu v moci jsou normainé
pfitomny v rozmezi 10-300 mg/dL .
Krev: Tento test je zaloZen na peroxidazové aktivité hemoglobinu, kterd katalyzuje reakci
diisopropylbenzenu. dihydroperoxid a 3,3',5,5'-tetramethylbenzidin. Vyslednda barva se pohybuje od
oranzové pies zelenou az po tmavé modrou. Jakékoli zelené skvrny nebo zelené zbarveni na
reagencni ploSe do 60 sekund je vyznamné a vzorek moci by mél byt dale vySetien. Krev se asto, ale
ne vzdy, nachazi v moc¢i menstruujicich Zzen. Vyznam stopového méfeni se u jednotlivych pacientek lisi
a u téchto vzorkd je nutny klinicky Usudek.
pH: Tento test je zaloZen na systému dvojitého indikdtoru, ktery poskytuje Sirokou $kélu barev
pokryvajicich celé rozmezi pH moci. Barvy se pohybuji od oranZové po Zlutou a od zelené po modrou.
Ocekavané rozmezi pro normalni vzorky moci od novorozencl je 5-7,9. OcCekdvané rozmezi pro
ostatni normalni vzorky modi je 4,5-8 s primérnym vysledkem pH 6,9 *
Protein: Tato reakce je zaloZena na jevu znamém jako ,proteinova chyba” u pH indikator(, kdy
indikator s vysokou pufrovaci schopnosti zméni barvu v pfitomnosti proteini (aniond), protoZe
indikator uvolfiuje vodikové ionty do proteinu. Pfi konstantnim pH je vyvoj jakékoli zelené barvy
zpUsoben pFitomnosti proteinu. Barvy se pohybuji od Zluté po Zlutozelenou pro negativni vysledky a
od zelené po zelenomodrou pro pozitivni vysledky. Normalni ledvinou muZe byt vylou¢eno 1-14
mg/dL proteinu.”® Barva odpovidajici jakémukoli bloku vét$i nei stopové mnoistvi naznaluje
vyznamnou proteinurii. Pro posouzeni vyznamnosti stopovych vysledk je nutny klinicky dsudek.
Urobilinogen: Tento test je =zalozen na modifikované Ehrlichové reakci mezi p-
diethylaminobenzaldehydem a urobilinogenem v silné kyselém prostiedi, kterd vede k rizovému
zbarveni. Urobilinogen je jednou z hlavnich sloucenin vznikajicich pfi syntéze hemu a je normalni
latkou v moti. O¢ekavané rozmezi normalni moéi u tohoto testu je 0,2-1,0 mg/dL (3,5-17 umol/L).?
Vysledek 2,0 mg/dL (35 pmol/L) mGze mit klinicky vyznam a vzorek pacienta by mél byt dale vySetien.
Dusitany: Tento test je zaloZen na pfeméné dusi¢nan na dusitany pGsobenim gramnegativnich
bakterii v moci. V kyselém prostiedi reaguje dusitan v moc¢i s kyselinou p- arsanilovou za vzniku
diazoniové slouceniny. Diazoniovd sloucenina se nasledné vaze na 1-N-(1-naftyl) ethylendiaminy za
vzniku rGiZového zbarveni. Dusitany nejsou v normalni moci detekovatelné.9 Oblast s dusitany bude v
nékterych pfipadech infekce pozitivni, v zavislosti na tom, jak dlouho byly vzorky moci pfed odbérem
uchovavany v mocovém méchyfi. Ziskani pozitivnich pripadil testem na dusitany se pohybuje od 40 %
v pripadech, kdy doslo k malé inkubaci v mocovém méchyfi, az po priblizné 80 % v pfipadech, kdy
inkubace v mocovém méchyfi probihala po dobu alespon 4 hodin.
Leukocyty: Tento test odhaluje pfitomnost granulocytovych esteraz . Esterdzy $tépi derivatizovany
pyrazolovy ester aminokyseliny za uvolnéni derivatizovaného hydroxylpyrazolu . Tento pyrazol poté
reaguje s diazoniovou soli za vzniku béZzové rizové az fialové barvy. Normalni vzorky moci obvykle
davaji negativni vysledky. Stopové vysledky mohou mit sporny klinicky vyznam. Pokud se objevi
stopové vysledky, doporucuje se provést test znovu s pouzitim Cerstvého vzorku od stejného pacienta.
Opakované stopové a pozitivni vysledky maji klinicky vyznam.
Mikroalbumin : Zakladem testu je vysoce afinitni sulfoneftaleinové barvivo, které vyuzivd metodu

vazby barviva k vytvoreni modré barvy, pokud je albumin pfitomen pfi konstantnim pH. Vysledky se
pohybuji v barvé od svétle zelené po tyrkysové modrou. Za normalnich okolnosti je albumin v mo¢i
pFitomen v koncentracich <20 mg/L. Vysledky 20-200 mg/L mohou nazna¢ovat mikroalbuminurii . Je
spojena s ranym stadiem onemocnéni ledvin, kdy je v moci trvale pfitomno malé mnoZstvi albuminu,
nazyvaného také mikroalbumin . Klinickd albuminurie je indikovana vysledky >200 mg/L. Tyto hladiny
mohou byt prediktivni pro rychlost vyluéovani albuminu 30-300 mg/24 hodin. Cvi¢eni, akutni
onemocnéni a horecka a infekce mocovych cest mohou docasné zvysit vylucovani albuminu modi.
REAGENTY A VYKONNOSTNi CHARAKTERISTIKY

Na zékladé suché hmotnosti v dobé impregnace se uvedené koncentrace mohou liSit v rdmci
vyrobnich toleranci. Nésledujici tabulka uvadi ¢asy ode¢tu a vykonnostni charakteristiky pro kazdy
parametr.

Cinidlo vCas’ Slozeni Popis
Cteni
Vépnik 60 Detekuje vapnik v rozmezi

4-40 mg/dL
(1,0-10 mmol/L)

(ca) sekundy o- kresolfthalein komplexon

Kyselma' 30 2,6-dichlorfenolindofenol; pufr a nereaktivni Detekuje kys”evlmu
askorbova sekundy |slosk askorbovou jiz od 5-10
(ASC) y|slozky mg/dL (0,28-0,56 mmol/L).
Glukéza 30 |glukézooxidaza; peroxidaza; jodid draselny; Detekuje glukdzu jiz od

50-100 mg/dL

(2,5-5 mmol/L).
Detekuje bilirubin jiz od
0,4-1,0 mg/dL

(6,8—-17 umol/L).

(GLU) sekundy |pufr; nereaktivni slozky

Bilirubin 30 2,4-dichloroanilinova diazoniova sil; pufr a
(BIL) sekundy |nereaktivni slozky

Octan médnaty; diisopropylbenzen
Kreatinin 60 |Dihydroperoxid ;

(CRE) sekundy|3,3',5,5'-tetramethylbenzidin
pufr a nereaktivni slozky

Detekuje C eatinin mezi
10-300 mg/dL
(0,9 a 26,5 mmol/L).

Detekuje kyselinu
acetoctovou jiz od 2,5-5
mg/dL

(0,25-0,5 mmol/L).
Stanovuje mérnou
bromthymolova modf; pufr a nereaktivni hmotnost moci mezi 1,000

Keton 40

(KET) sekundy nitroprusid sodny ; pufr

Merna 45 |slozky; a1,030. Vysledky koreluji s
hmotnost . . . . .
sekundy | poly(methylvinylether/maleinanhydrid); hodnotami ziskanymi
(SG) X . )
hydroxid sodny metodou indexu lomu s
presnosti + 0,005.
Detekuje volny hemoglobin
- - . jiz od 0,018-0,060 mg/dL
Krev 60 3,3',5,5'-tetramethylbenzidin (TMB); nebo 5-10 Ery / L ve

diisopropylbenzen dihydroperoxid ; pufr a

(8L0) sekundy nereaktivni slozky

vzorcich moci s obsahem
kyseliny askorbové < 50
mg/dL.

Umozriuje kvantitativni

60 |sodna stl methyléervené; bromthymolova

H N P liseni hodnot pH
P sekundy | mod¥; nereaktivni slozky roz |senl| odnotpriv
rozmezi 5-9.
Protein 60 [tetrabromfenolova modF; pufr a nereaktivni ;),:t_er:ﬁ;l/l;imm iz od

(PRO) sekundy |slozky (0,075-0,15 g/I)

Detekuje urobilinogen jiz
od 0,2-1,0 mg/dL

(3,5-17 pmol/L).

v modi s nizkou specifickou
hmotnosti a obsahem
kyseliny askorbové méné
nez 30 mg/dL v koncentraci
pouhych 0,05-0,1 mg/dL .
Detekuje leukocyty v poctu
pouhych 9-15 bilych
krvinek Leu / ul v klinické
moci.

Urobilinogen 60 |p- diethylaminobenzaldehyd ; pufr a
(URO) sekundy |nereaktivni slozky

Dusitany 60 |[p- arsanilova ; N-(1-naftyl) ethylendiamin ;
(NIT) sekundy |nereaktivni slozky

derivatizovany pyrrolovy ester
aminokyseliny; diazoniova stl; pufr;
nereaktivni slozky

Leukocyty 120
(LEV) sekundy

bis (3',3"- dijod-4',4"-dihydroxy-5',5"-
dinitrofenyl )-3,4,5,6-tetrabromsulfonftalein;
pufr; nereaktivni slozky

Vykonnostni charakteristiky testovacich prouzkd pro analyzu moéi (mo€) byly stanoveny v
laboratornich i klinickych testech. Pro uZivatele jsou dlleZité parametry citlivost, specificita, pfesnost
a preciznost. Obecné byl tento test vyvinut tak, aby byl specificky pro méfené parametry, s vyjimkou
uvedenych interferenci. Viz ¢ast Omezeni v této pribalové informaci.

Interpretace vizudlnich vysledkd zavisi na nékolika faktorech: variabilité vnimani barev, pfitomnosti
nebo nepfitomnosti inhibi¢nich faktord a svételnych podminkdch pfi odecitani prouzku. Kazdy
barevny blok na grafu odpovida rozsahu koncentraci analytu .

OPATRENI

* Pouze pro profesionalni in vitro diagnostické pouZiti.Nepouzivejte po uplynuti doby pouZitelnosti.

¢ Prouzek by mél ziistat v uzaviené nadobce az do pouziti.

Nedotykejte se reagencnich ploch prouzku.

Zlikvidujte vSechny zbarvené prouzky, které mohly byt poskozené.

Vsechny vzorky by mély byt povaZovany za potencidlné nebezpecné a mélo by se s nimi zachazet
stejnym zpusobem jako s infekénim agens.

¢ Pouzity prouzek by mél byt po testovani zlikvidovan v souladu s mistnimi predpisy.

SKLADOVANI A STABILITA

Skladujte v uzaviené nadobce v plvodnim obalu p¥i pokojové teploté nebo v chladniéce (2-30 °C).
Chrante pted pfimym slune¢nim zafenim. Prouzek je stabilni do data expirace vytisténého na stitku
nadobky. Neodstranujte vysousedlo. Odeberte pouze dostateény pocet prouzki pro okamzité pouziti.
lhned a pevné nasadte vicko. NEZMRAZUJTE. NepouZivejte po uplynuti doby pouZzitelnosti.
Poznamka: Po otevieni nadobky jsou zbyvajici prouzky stabilni az 3 mésice. Stabilita mlze byt snizena
za podminek vysoké vihkosti.

ODBER A PRIPRAVA VZORKU

Vzorek moci musi byt odebran do ¢isté a suché nadoby a co nejdfive testovan. Neodstiedéjte. PouZiti
konzervacnich latek v moci se nedoporucuje. Pokud testovani nelze provést do hodiny po vymoceni,
vzorek ihned uloZte do chladnicky a nechte jej pred testovanim vychladnout na pokojovou teplotu.
Dlouhodobé skladovéani nekonzervované moci pii pokojové teploté muize vést k mikrobidlni proliferaci
s naslednymi zménami pH. Posun pH k alkalickému pH muZe zpUsobit fale3né pozitivni vysledky v
testovaci oblasti s proteinem. Mo¢ obsahujici glukézu muZe mit snizené pH, protoZe organismy
glukdzu metabolizuji.

Kontaminace vzorku modéi Cisticimi prostfedky na kGZi obsahujicimi chlorhexidin mlZe ovlivnit
vysledky testt na bilkoviny (a v mensi mite i specifickou hmotnost a bilirubin).

Mikroalbumin| 60
(ALB) sekundy

Detekuje mikroalbumin v
rozmezi 10-150 mg/L .




MATERIALY
Poskytnuté materialy

® Prouzky * Navod

Pozadované, ale nedodané materialy
* Nadoby na sbér vzorku o Casovac
NAVOD K POUZITI
Pfed testovanim nechte prouzek, vzorek moéi a/nebo kontrolu dosdhnout pokojové teploty (15—
30 °C).

1. Vyjméte prouzek z uzaviené nadobky a co nejdfive jej pouzijte. Po vyjmuti poZzadovaného poctu
prouzk(i nadobku ihned pevné uzaviete. Oblasti prouzku s Cinidly zcela ponofte do Cerstvé, dobre
promichané modi a prouzek ihned vyjméte, aby se Cinidla nerozpustila. Viz obrazek 1 nize.

PFi vyjimani prouzku z moci prejizdéjte okrajem prouzku po okraji nadoby na mo¢, abyste odstranili
prebytecnou moc. Drite prouzek ve vodorovné poloze a pfiloZte okraj prouzku do kontaktu se
savym materidlem (napf. papirovou utérkou), abyste zabranili smichani chemikalii z pfilehlych
oblasti s ¢inidly a/nebo zneéisténi rukou moéi. Viz obrazek 2 nize.

Porovnejte oblasti s reagenciemi s odpovidajicimi barevnymi bloky na stitku nadobky v uréenych
Casech. Drite prouzek blizko barevnych bloku a peélivé je porovnejte. Viz obrazek 3 nize.
Poznamka: Vysledky lze odecist az 2 minuty po uplynuti stanovenych ¢asu.
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INTERPRETACE VYSLEDKU

Vysledky se ziskavaji pfimym porovnanim barevnych blokd vytisténych na Stitku nadobky. Barevné
bloky predstavuji nominalni hodnoty; skute¢né hodnoty se budou od nomindlnich hodnot lisit. V
pfipadé neocekavanych nebo spornych vysledkd se doporucuji nasledujici kroky: ovéfte, zda byly
prouzky testovany v datu expirace vytisténém na Stitku nddobky, porovnejte vysledky se zndmymi
pozitivnimi a negativnimi kontrolami a test opakujte s novym prouzkem. Pokud problém pretrvava,
okamiité prestarite prouzek pouZivat a kontaktujte svého mistniho distributora.

KONTROLA KVALITY

Pro dosazeni nejlepsich vysledk by méla byt funkénost reagenénich prouzkd ovéfena testovanim
znamych pozitivnich a negativnich vzork(/kontrol pfi kazdém provedeni nového testu nebo pfi
prvnim otevieni nové nadobky. Kazda laboratof by si méla stanovit vlastni cile pro dosazeni
odpovidajicich standardil funkénosti.

OMEZENI

Poznamka: Mocové testovaci prouzky (moc) mohou byt ovlivnény latkami, které zpUsobuji
abnormalni barvu mogi, jako jsou léky obsahujici azobarviva (napf. Pyridium °, Azo Gantrisin® ' Azo
Gantanol® !, nitrofurantoin ( Microdantin® , Furadantin® ) a riboflavin. 8 Vyvoj barvy na testovaci
podloice muZe byt maskovany nebo se mulZe objevit barevnd reakce, kterda by mohla byt
interpretovana jako fale$ny vysledek"

Kyselina askorbova: Neni znama zadnd interference.

Glukéza: Reagencni oblast nereaguje s laktézou, galaktézou, fruktézou ani jinymi
metabolickymi latkami, ani s redukujicimi metabolity Ié¢iv (napf. salicylaty a kyselina
nalidixova ). Citlivost mdzZe byt snizena u vzorkl s vysokou specifickou hmotnosti (>1,025) a s
koncentraci kyseliny askorbové > 25 mg/dL . Vysoké hladiny ketond 2100 mg/dL mohou
zpUsobit fale$né negativni vysledky u vzorkd obsahujicich malé mnoistvi glukézy (50-100
mg/dL ).

Bilirubin: Bilirubin v normdlni moci chybi, takze jakykoli pozitivni vysledek, véetné stopové pozitivni
nalezu, naznacuje zakladni patologicky stav a vyzaduje dalsi vySetieni. Reakce se mohou objevit u
moci obsahujici velké davky chlorpromazinu nebo rifampicinu, které by mohly byt zaménény za
pozitivni bilirubin. ° PFitomnost #lu¢ovych pigmentd odvozenych od bilirubinu méZe maskovat
bilirubinovou reakci. Tento jev je charakterizovan vyvojem barvy na testovaci skvrné, ktera nekoreluje
s barvami na barevné stupnici. Vysoké koncentrace kyseliny askorbové mohou sniZovat citlivost.
Keton: Test nereaguje s acetonem ani s B-hydroxybutyratem. ® Vzorky moci s vysokym obsahem
pigmentu a jiné latky obsahujici sulfhydrylové skupiny mohou obcas vykazovat reakce az do
stopovych hodnot (). °

Mérna hmotnost: Ketoaciddza nebo hladina bilkovin vy3si nez 300 mg/dL mohou zpUsobit zvysené
vysledky. Vysledky nejsou ovlivnény neiontovymi slozkami moci, jako je glukdza. Pokud ma mo¢ pH 7
nebo vyssi, prictéte k hodnoté mérné hmotnosti uvedené na barevné tabulce 0,005.

Kreatinin : Tento test detekuje kreatinin v mo¢i v koncentracich jiz od 10 mg/dL ; absenci kreatininu
ve vzorku nelze zjistit. Mél by byt testovan novy vzorek, napfiklad prvni ranni odbér. FaleSné zvySené
vysledky testd kreatininu se mohou objevit v pfitomnosti hemoglobinu nebo myoglobinu ( > 5 mg/dL
nebo viditelna krvavd moc).

Krev: Jednotné modré zbarveni indikuje pfitomnost myoglobinu, hemoglobinu nebo hemolyzovanych
erytrocytd. ° Rozptylené nebo zhutnéné modré skvrny indikuji intaktni erytrocyty. Pro zvyieni
pfesnosti jsou k dispozici samostatné barevné stupnice pro hemoglobin a erytrocyty. Pozitivni
vysledky tohoto testu jsou Casto pozorovany u moci menstruujicich Zen. Bylo hlaseno, Ze moc¢ s
vysokym pH sniZuje citlivost, zatimco stfedni aZ vysokd koncentrace kyseliny askorbové muze
inhibovat tvorbu zbarveni.

Mikrobialni peroxidaza, spojend s infekci mocovych cest, mlze zpusobit fale3né pozitivni reakci. Test
je o néco citlivéjsi na volny hemoglobin a myoglobin nez na intaktni erytrocyty.

pH : Pokud se postup nedodrzi a na prouzku zUstane prebyteéna mo¢, mize dojit k jevu zndmému
jako ,, pretékani “, kdy kysely pufr z proteinového ¢inidla stékd do oblasti pH, coZ zpUsobuje, Ze se
vysledek pH jevi jako uméle nizky. Hodnoty pH nejsou ovlivnény zménami koncentrace mocového
pufru.

Bilkoviny: Jakékoli zelené zbarveni indikuje pfitomnost bilkovin v modi. Tento test je vysoce citlivy na
albumin a méné citlivy na hemoglobin, globuliny a mukoproteiny.8 Negativni vysledek nevylucuje
pFitomnost téchto dalsich bilkovin.

Falesné pozitivni vysledky mohou byt ziskdny s vysoce pufrovanou nebo alkalickou moci. Kontaminace
vzork(l moci kvartérnimi amoniovymi slouceninami nebo Cisticimi prostfedky na kdzi obsahujicimi
chlorhexidin maze vést k fale3né pozitivnim vysledktim. ® Vzorky moti s vysokou specifickou
hmotnosti mohou dat falesné negativni vysledky.

Urobilinogen : V3echny vysledky niZsi nez 1 mg/dL Urobilinogen by mél byt interpretovan jako
normalni. Negativni vysledek v Zzddném pfipadé nevyluCuje nepfitomnost urobilinogenu . Oblast s
¢inidlem muzZe reagovat s rusivymi latkami, o nichZ je zndmo, Ze reaguji s Ehrlichovym &inidlem, jako
je kyselina p- aminosalicylova a sulfonamidy. ° Fale$né negativni vysledky mohou byt ziskany, pokud je
pFitomen formalin. Test nelze pouZit k detekci porfobilinogenu .

Dusitany: Test je specificky pro dusitany a nereaguje s Zadnou jinou ldtkou bézné vylu¢ovanou moci.
Jakykoli stupen jednotného rizového az cerveného zbarveni by mél byt interpretovédn jako pozitivni
vysledek, coZ naznacuje pFitomnost dusitand. Intenzita barvy neni Umérnd poctu bakterii pfitomnych
ve vzorku moci. RGZové skvrny nebo r(Zové okraje by nemély byt interpretovény jako pozitivni

vysledek. Porovnani zreagované oblasti ¢inidla na bilém pozadi mGZe pomoci pfi detekci nizkych

hladin dusitant, které by jinak mohly byt prehlédnuty. Kyselina askorbovd nad 30 mg/dL muze

zpUsobit falesné negativni vysledky v moci obsahujici dusitanové ionty méné nez 0,05 mg/dL .

Citlivost tohoto testu je snizena u vzork( modi s vysoce pufrovanou alkalickou moci nebo s vysokou

mérnou hmotnosti. Negativni vysledek v zddném pfipadé nevylucuje moznost bakteriurie . Negativni

vysledky se mohou objevit u infekci mocovych cest zplsobenych organismy, které neobsahuji

reduktdzu pro preménu dusi¢nant na dusitany; pokud mo¢ nebyla zadrzena v mocovém méchyfi po

dostate¢né dlouhou dobu (alespori 4 hodiny), aby doslo k redukci dusi¢nant na dusitany; pFi

podavani antibiotik nebo pfi absenci nitratli v potravé.

Leukocyty: Vysledek by mél byt ode¢ten mezi 60—120 sekundami, aby se umoznilo tGplné zbarveni.

Intenzita zbarveni, které se vyvine, je Umérnda poctu leukocytl pfitomnych ve vzorku moéi. Vysokd

specifickd hmotnost nebo zvy3ené koncentrace glukdzy (> 2 000 mg/dL ) mohou zpUsobit umélé

snizeni vysledkd testu. PFitomnost cefalexinu, cefalothinu nebo vysokych koncentraci kyseliny

Stavelové mulze také zpUsobit umélé snizeni vysledkd testu. Tetracyklin mlze zpusobit snizenou

reaktivitu a vysoké hladiny léku mohou zplsobit faleSné negativni reakci. Vysoky obsah bilkovin v

moci muzZe sniZit intenzitu zbarveni reakce. Tento test nereaguje s erytrocyty ani s bakteriemi

béznymi v moti. ®

Mikroalbumin : Vsechny pozitivni vysledky na albumin, véetné nizkych koncentraci albuminu,

znamého také jako mikroalbumin , by mély byt potvrzeny kvantitativnimi testovacimi metodami.

Fale$né zvySené vysledky testll na albumin se mohou objevit v pfitomnosti hemoglobinu nebo

myoglobinu ( =5 mg/dL nebo viditelnd krvavd mog). Test na albumin v umélé mo¢i detekuje albumin v

koncentraci 20-40 mg/L. Vzhledem k inherentni variabilité klinické mo&i mohou byt za uréitych

podminek detekovany nizsi koncentrace. Pfi rozhodovani o klinické diagnéze nebo potiebé

potvrzovaciho testovani by mél byt zohlednén jak albumin, tak pomér albuminu a kreatininu . Tento

test je specificky pro albumin a neni ovlivnén nasledujicimi proteiny, pokud jsou testovany v

koncentracich alespon devétkrat vy$Sich, neZ je rychlost vyluovani povazovana za abnormadini:

lysozym, Bence -JonesUv protein, a ; - kysely glykoprotein, prealbumin , glykoprotein Tamm

Horsfall , al . mikroglobulin, imunoglobuliny , B2 - mikroglobulin , al _ antitrypsin,

haptoglobin , B2 _glykoprotein, retindlni vazebny protein, transferin . Mo¢ s vysokou specifickou

hmotnosti a/nebo moé s vysokou zasaditosti mize zpUsobit fale$né zvy3ené vysledky testu na

mikroalbumin .

Vapnik: Hof¢ik s hladinou vy3si nez 20 mg/dL muaze zpusobit zvysené vysledky.
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Urinalysis Reagent Strips
(Urine)
Package Insert
For rapid detection of multiple analytes in human urine.
For professional in vitro diagnostic use only.
INTENDED USE
The Urinalysis Reagent Strips (Urine) are firm plastic strips onto which several separate reagent areas
are affixed. The test is for the qualitative and semi-quantitative detection of one or more of the
following analytes in urine: Ascorbic acid, Creatinine, Microalbumin, Glucose, Bilirubin, Ketone
Acetoacetic acid, Specific Gravity, Blood, pH, Protein, Urobilinogen, Nitrite and Leukocytes, Calcium.
The Urinalysis Reagent Strips (Urine) are for use in professional near-patient (point-of-care) and
centralized laboratory locations.
Refer to kit label for the specific analyte(s) listed, and compare to the appropriate analyte(s) and
color blocks on the color chart for results.
SUMMARY
Urine undergoes many changes during states of disease or body dysfunction before blood
composition is altered to a significant extent. Urinalysis is a useful procedure as an indicator of health
or disease, and as such, is a part of routine health screening. The Urinalysis Reagent Strips (Urine) can
be used in general evaluation of health, and aids in the diagnosis and monitoring of metabolic or
systemic diseases that affect kidney function, endocrine disorders and diseases or disorders of the
urinary tract.”?
PRINCIPLE AND EXPECTED VALUES
Calcium: The test is based on color reaction of metal ions with chelators. The complexone of calcium
ion with o-cresolphthalein a purple color proportional to calcium concentration in urine.
8-Hydroxy-5-quinolinesulfonic is used to reduce the interference of Magnesium present in urine.
Ascorbic acid: This test involves decolorization of Tillmann’s reagent. The presence of ascorbic acid
causes the color of the test field to change from blue-green to orange. Patients with adequate diet
may excrete 2-10 mg/dL daily. After ingesting large amounts of ascorbic acid, levels can be around
200 mg/dL.
Glucose: This test is based on the enzymatic reaction that occurs between glucose oxidase,
peroxidase and chromogen. Glucose is first oxidized to produce gluconic acid and hydrogen peroxide
in the presence of glucose oxidase. The hydrogen peroxide reacts with potassium iodide chromogen
in the presence of peroxidase. The extent to which the chromogen is oxidized determines the color
which is produced, ranging from green to brown. Glucose should not be detected in normal urine.
Small amounts of glucose may be excreted by the kidney.’ Glucose concentrations as low as 100
mg/dL may be considered abnormal if results are consistent.
Bilirubin: This test is based on azo-coupling reaction of bilirubin with diazotized dichloroaniline in a
strongly acidic medium. Varying bilirubin levels will produce a pinkish-tan color proportional to its

concentration in urine. In normal urine, no bilirubin is detectable by even the most sensitive methods.

Even trace amounts of bilirubin require further investigation. Atypical results (colors different from
the negative or positive color blocks shown on the color chart) may indicate that bilirubin-derived
bile pigments are present in the urine specimen, and are possibly masking the bilirubin reaction.
Ketone: This test is based on ketones reacting with nitroprusside and acetoacetic acid to produce a
color change ranging from light pink for negative results to a darker pink or purple color for positive
results. Ketones are normally not present in urine. Detectable ketone levels may occur in urine during
physiological stress conditions such as fasting, pregnancy and frequent strenuous exercise.*® In
starvation diets, or in other abnormal carbohydrate metabolism situations, ketones appear in the
urine in excessively high concentration before serum ketones are elevated.”

Specific Gravity: This test is based on the apparent pKa change of certain pretreated polyelectrolytes
in relation to ionic concentration. In the presence of an indicator, colors range from deep blue-green
in urine of low ionic concentration to green and yellow-green in urine of increasing ionic
concentration. Randomly collected urine may vary in specific gravity from 1.003-1.035.% Twenty-four
hour urine from healthy adults with normal diets and fluid intake will have a specific gravity of
1.016-1.022.% In cases of severe renal damage, the specific gravity is fixed at 1.010, the value of the
glomerular filtrate.

Creatinine: The peroxidase-like activity of a copper creatinine complex catalyzes the reaction of
diisopropylbenzene dihydroperoxide and 3,3',5,5’ -tetramethylbenzidine to produce a resulting color
range from orange through green to blue. Creatinine concentrations of 10-300 mg/dL are normally
present in urine.

Blood: This test is based on the peroxidase-like activity of hemoglobin which catalyzes the reaction of
diisopropylbenzene dihydroperoxide and 3,3',5,5'-tetramethylbenzidine. The resulting color ranges
from orange to green to dark blue. Any green spots or green color development on the reagent area
within 60 seconds is significant and the urine specimen should be examined further. Blood is often,
but not invariably, found in the urine of menstruating females. The significance of a trace reading
varies among patients and clinical judgment is required in these specimens.

pH: This test is based on a double indicator system which gives a broad range of colors covering the
entire urinary pH range. Colors range from orange to yellow and green to blue. The expected range
for normal urine specimens from newborns is pH 5-7.° The expected range for other normal urine
specimens is pH 4.5-8, with an average result of pH 6.°

Protein: This reaction is based on the phenomenon 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
indicator releases hydrogen ions to the protein. At a constant pH, the development of any green color
is due to the presence of protein. Colors range from yellow to yellow-green for negative results and
green to green-blue for positive results. 1-14 mg/dL of protein may be excreted by a normal kidney.”®
A color matching any block greater than trace indicates significant proteinuria. Clinical judgment is
required to evaluate the significance of trace results.

Urobilinogen: This test is based on a modified Ehrlich reaction between p-diethylaminobenzaldehyde
and urobilinogen in strongly acidic medium to produce a pink color. Urobilinogen is one of the major
compounds produced in heme synthesis and is a normal substance in urine. The expected range for
normal urine with this test is 0.2-1.0 mg/dL (3.5-17 umol/L).® A result of 2.0 mg/dL (35 pmol/L) may
be of clinical significance and the patient specimen should be further evaluated.

Nitrite: This test depends upon the conversion of nitrate to nitrite by the action of Gram negative
bacteria in the urine. In an acidic medium, nitrite in the urine reacts with p-arsanilic acid to form a
diazonium compound. The diazonium compound in turn couples with 1 N-(1-naphthyl)
ethylenediamine to produce a pink color. Nitrite is not detectable in normal urine.’ The nitrite area
will be positive in some cases of infection, depending on how long the urine specimens were retained
in the bladder prior to collection. Retrieval of positive cases with the nitrite test ranges from as low as
40% in cases where little bladder incubation occurred, to as high as approximately 80% in cases
where bladder incubation took place for at least 4 hours.

Leukocytes: This test reveals the presence of granulocyte esterases. The esterases cleave a
derivatized pyrazole amino acid ester to liberate derivatized hydroxyl 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 be of questionable clinical significance. When trace
results occur, it is recommended to retest using a fresh specimen from the same patient. Repeated
trace and positive results are of clinical significance.

Microalbumin: The basis for the test is a high affinity sulfonephthalein dye, using the dye binding
method to produce any blue color if albumin is present at a constant pH. Results range in color from

pale green to aqua blue. Normally, albumin is present in urine at concentrations <20 mg/L. Results of
20-200 mg/L may indicate micralbuminuria. It is associated with early-stage kidney disease when a
small amount of Albumin, also called Microalbumin is consistently present in urine. Clinical
albuminuria is indicated by results of >200 mg/L. These levels can be predictive of albumin excretion
rates of 30-300 mg/24 hours, respectively. Exercise, acute illness and fever, and urinary tract

infections may temporarily elevate urinary albumin excretions.
REAGENTS AND PERFORMANCE CHARACTERISTICS

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 performance
characteristics for each parameter.

Read . .
Reagent Time Composition Description
Calcium 60 Detects calcium between
(ca) seconds o-cresolphthalein complexone 4-40mg/dL
(1.0-10 mmol/L)
. . . . Detects ascorbic acid as low
Ascorbic Acid 30 2,6-dichlorophenolindophenol; buffer
L " as 5-10 mg/dL (0.28-0.56
(ASC) seconds [and non-reactive ingredients
mmol/L).
Glucose 30 glucose oxidase; peroxidase; potassium ngf;ésrilu/cgfe as low as
seconds |iodide; buffer; non-reactive ingredients
GLU ds |iodide; buff ive ingredi &
(2.5-5 mmol/L).
Detects bilirubi |
Bilirubin 30 2, 4-dichloroaniline diazonium salt; Oi-elcosml ;:;L inasfow as
seconds |buffer and non-reactive ingredients
BIL ds |buffer and ive ingredi o me
(6.8-17 umol/L).
¢ tate; Dii Ib
. f)pperace a‘e, fisopropylbenzen Detects ceatinine between
Creatinine 60 Dihydroperoxide; 10-300 mg/dL
seconds |3,3’,5,5"-tetramethylbenzidine
CRE ds (3,355 hylbenzidi &
o . (0.9 and 26.5 mmol/L).
buffer and non-reactive ingredients
Ketone 20 Detects acetoacetic acid as
(KET) seconds sodium nitroprusside; buffer low as 2.5-5 mg/dL
(0.25-0.5 mmol/L).
Determi i ifi
- bromthymol blue indicator; buffer and © grmlnes urine specitic
Specific - . gravity between 1.000 and
. 45 non-reactive ingredients; poly (methyl R
Gravity ) R . . 1.030. Results correlate with
seconds |vinyl ether/maleic anhydride); sodium X )
(SG) hvdroxide values obtained by refractive
v index method within + 0.005.
Detects free hemoglobin as
Blood 60 3,3",5,5'-tetramethylbenzidine (TMB); |low as 0.018-0.060 mg/dL or
(BLO) seconds diisopropylbenzene dihydroperoxide;  |5-10 Ery/uL in urine
buffer and non-reactive ingredients specimens with ascorbic acid
content of < 50 mg/dL.
P its th: titati
60 methyl red sodium salt; bromthymol lerml s R e.quan tative
pH seconds |blue; non-reactive ingredients differentiation of pH values
! g within the range of 5-9.
Detects albumi |
Protein 60 tetrabromophenol blue; buffer and 7e5_e1c55ma /:[mn aslowas
(PRO) seconds |non-reactive ingredients . e
(0.075-0.15 g/L).
Urobilinogen 60 p-diethylaminobenzaldehyde; buffer aD:toe;i Lér:)nbgll/lgfgen aslow
(URO) seconds |and non-reactive ingredients (3.5-17 pmol/L).
Detects sodium nitrite as low
Nitrite 60 p-arsanilic acid; N-(1-naphthyl) as 0.05-0.1 mg/dL in urine
(NIT) seconds ethylenediamine; non-reactive with a low specific gravity
ingredients and less than 30 mg/dL
ascorbic acid.
derivatized pyrrole amino acid ester; Detects leukocytes as low as
Leuk 12
eu(L:S;tes secogds diazonium salt; buffer; non-reactive 9-15 white blood cells Leu/pL
ingredients in clinical urine.
bis(3,3”-diiodo-4',4"” -dihydroxy-5’,5”
Microalbumin 60 -dinitrophenyl) Detects microalbumin
(ALB) seconds [-3,4,5,6-tetrabromosulfonephthalein; [between 10-150 mg/L.
buffer; non-reactive ingredients

The performance characteristics of the Urinalysis Reagent Strips (Urine) have been determined in
both laboratory and clinical tests. Parameters of importance to the user are sensitivity, specificity,
accuracy and precision. Generally, this test has been developed to be specific for the parameters to
be measured with the exceptions 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 to a range of analyte concentrations.

PRECAUTIONS

¢ For professional 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 discarded according to local regulations after testing.

STORAGE AND STABILITY

Store as packaged in the closed canister either at room temperature or refrigerated (2-30°C). Keep
out of direct sunlight. The strip is stable through the expiration date printed on the canister label. Do
not remove the desiccant. Remove only enough strips for immediate use. Replace cap immediately
and tightly. DO NOT FREEZE. Do not use beyond the expiration date.

Note: Once the canister has been opened, the remaining strips are stable for up to 3 months. Stability
may be reduced in high humidity conditions.

SPECIMEN COLLECTION AND PREPARATION

A urine specimen must be collected in a clean and dry container and tested as soon as possible. Do
not centrifuge. The use of urine preservatives is not recommended. If testing cannot be done within
an hour after voiding, refrigerate the specimen immediately and let it return to room temperature
before testing.

Prolonged storage of unpreserved urine at room temperature may result in microbial proliferation
with resultant changes in pH. A shift to alkaline pH may cause false positive results with the protein
test area. Urine containing glucose may decrease in pH as organisms metabolize the glucose.
Contamination of the urine specimen with skin cleansers containing chlorhexidine may affect protein
(and to a lesser extent, specific gravity and bilirubin) test results.

MATERIALS

Materials Provided
 Package insert
Materials Required But Not Provided
¢ Specimen collection containers o Timer

o Strips



DIRECTIONS FOR USE

Allow the strip, urine specimen and/or control to reach room temperature (15-302C) prior to
testing.

1. Remove the strip from the closed canister and use it as soon as possible. Immediately close the
canister tightly after removing the required number of strip(s). Completely immerse the reagent
areas of the strip in fresh, well-mixed urine and immediately remove the strip to avoid dissolving
the reagents. See illustration 1 below.

While removing the strip from the urine, run the edge of the strip against the rim of the urine
container to remove excess urine. Hold the strip in a horizontal position and bring the edge of the
strip into contact with an absorbent material (e.g. a paper towel) to avoid mixing chemicals from
adjacent reagent areas and/or soiling hands with urine. See illustration 2 below.

Compare the reagent areas to the corresponding color blocks on the canister label at the specified
times. Hold the strip close to the color blocks and match carefully. See illustration 3 below.

Note: Results may be read up to 2 minutes after the specified times.

L 1] (2] 3]
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INTERPRETATION OF RESULTS

Results are obtained by direct comparison 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 questionable results, the following steps are recommended: confirm that the strips
have been tested within the expiration date printed on the canister label, compare results with
known positive and negative controls and repeat the test using a new strip. If the problem persists,
discontinue using the strip immediately and contact your local distributor.

QUALITY CONTROL

For best results, performance of reagent strips should be confirmed by testing known positive and
negative specimens/controls whenever a new test is performed, or whenever a new canister is first
opened. Each laboratory should establish its own goals for adequate standards of performance.
LIMITATIONS

Note: The Urinalysis Reagent Strips (Urine) may be affected by substances that cause abnormal urine
color such as drugs containing azo dyes (e.g. Pyridium®, Azo Gantrisin’, Azo Gantanol’), nitrofurantoin
(Microdantin®, Furadantin®), and riboflavin.? The color development on the test pad may be masked
or a color reaction may be produced that could be interpreted as false results.

Ascorbic acid: No interference is known.

Glucose: The reagent area does not react with lactose, galactose, fructose or other metabolic
substances, nor with reducing metabolites of drugs (e.g. salicylates and nalidixic acid).
Sensitivity may be decreased in specimens with high specific gravity (>1.025) and with
ascorbic acid concentrations of > 25 mg/dL. High ketone levels 2100 mg/dL may cause false
negative results for specimens containing a small amount of glucose (50-100 mg/dL).

Bilirubin: Bilirubin is absent in normal urine, so any positive result, including a trace positive,
indicates an underlying pathological condition and requires further investigation. Reactions may
occur with urine containing large doses of chlorpromazine or rifampin that might be mistaken for
positive bilirubin.’ The presence of bilirubin-derived bile pigments may mask the bilirubin reaction.
This phenomenon is characterized by color development on the test patch that does not correlate
with the colors on the color chart. Large concentrations of ascorbic acid may decrease sensitivity.
Ketone: The test does not react with acetone or B-hydroxybutyrate.® Urine specimens of high
pigment, and other substances containing sulfhydryl groups may occasionally give reactions up to and
including trace (¢).°

Specific Gravity: Ketoacidosis or protein higher than 300 mg/dL may cause elevated results. Results
are not affected by non-ionic urine components such as glucose. If the urine has a pH of 7 or greater,
add 0.005 to the specific gravity reading indicated on the color chart.

Creatinine: This test detects urinary creatinine in concentrations as low as 10 mg/dL; the absence of
creatinine in a specimen can not be determined. A new specimen such as a first-morning collection
should be tested. Falsely elevated results with the creatinine tests can occur in the presence of
hemoglobin or myoglobin(> 5 mg/dL or visible bloody urine.)

Blood: A uniform blue color indicates the presence of myoglobin, hemoglobin or hemolyzed
erythrocytes.® Scattered or compacted blue spots indicate intact erythrocytes. To enhance accuracy,
separate color scales are provided for hemoglobin and for erythrocytes. Positive results with this test
are often seen with urine from menstruating females. It has been reported that urine of high pH
reduces sensitivity, while moderate to high concentration of ascorbic acid may inhibit color
formation.

Microbial peroxidase, associated with urinary tract infection, may cause a false positive reaction. The
test is slightly more sensitive to free hemoglobin and myoglobin than to intact erythrocytes.

pH: If the procedure is not followed and excess urine remains on the strip, a phenomenon known as
“runover” may occur, in which the acid buffer from the protein reagent will run onto the pH area,
causing the pH result to appear artificially low. pH readings are not affected by variations in urinary
buffer concentration.

Protein: Any green color indicates the presence of protein in the urine. This test is highly sensitive for
albumin, and less sensitive to hemoglobin, globulin and mucoprotein.® A negative result does not rule
out the presence of these other proteins.

False positive results may be obtained with highly buffered or alkaline urine. Contamination of urine
specimens with quaternary ammonium compounds or skin cleansers containing chlorhexidine may
produce false positive results.® The urine specimens with high specific gravity may give false negative
results.

Urobilinogen: All results lower than 1 mg/dL urobilinogen should be interpreted as normal. A
negative result does not at any time preclude the absence of urobilinogen. The reagent area may
react with interfering substances known to react with Ehrlich’s reagent, such as p-aminosalicylic acid
and sulfonamides.’ False negative results may be obtained if formalin is present. The test cannot be
used to detect porphobilinogen.

Nitrite: 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 positive result, suggesting
the presence of nitrite. Color intensity is not proportional to the number of bacteria present in the
urine specimen. Pink spots or pink edges should not be interpreted as a positive result. Comparing
the reacted reagent area on a white background may aid in the detection of low nitrite levels, which
might otherwise be missed. Ascorbic acid above 30 mg/dL may cause false negatives in urine
containing less than 0.05 mg/dL nitrite ions. The sensitivity of this test is reduced for urine specimens
with highly buffered alkaline urine or with high specific gravity. A negative result does not at any time
preclude the possibility of bacteruria. Negative results may occur in urinary tract infections from
organisms that do not contain reductase to convert nitrate to nitrite; when urine has not been
retained in the bladder for a sufficient length of time (at least 4 hours) for reduction of nitrate to
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nitrite to occur; when receiving antibiotic therapy or when dietary nitrate is absent.

Leukocytes: The result should be read between 60-120 seconds to allow for complete color

development. The intensity of the color that develops is proportional to the number of leukocytes

present in the urine specimen. High specific gravity or elevated glucose concentrations (> 2,000

mg/dL) may cause test results to be artificially low. The presence of cephalexin, cephalothin, or high

concentrations of oxalic acid may also cause test results to be artificially low. Tetracycline may cause

decreased reactivity, and high levels of the drug may cause a false negative reaction. High urinary

protein may diminish the intensity of the reaction color. This test will not react with erythrocytes or

bacteria common in urine.?

Microalbumin: All positive results for albumin including low concentrations of albumin also known as

microalbumin should be confirmed with quantitative test methods. Falsely elevated results with the

albumin tests can occur in the presence of hemoglobin or myoglobin (25 mg/dL or visible bloody

urine).The albumin test in contrived urine detects albumin at a concentration of 20-40 mg/L. Because

of clinical urines’ inherent variability, lesser concentrations may be detected under certain conditions.

Both albumin and albumin-to-creatinine ratio should be considered during decision making regarding

clinical diagnosis or need for confirmatory testing. This test is specific for albumin and is not affected

by the following proteins when tested at concentrations at least nine times greater than the excretion

rate considered to be abnormal: lysozyme, Bence-Jones protein, a;-acid glycoprotein, prealbumin,

Tamm Horsfall glycoprotein, a;- microglobulin, immunoglobulins, B,-microglobulin, a;-antitrypsin,

haptoglobin, B,-glycoprotein, retinal binding protein, transferrin. High specific gravity urine and/or

high alkali urine may cause falsely elevated results with the microalbumin test.

Calcium: Magnesium higher than 20 mg/dL may cause elevated results.
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