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PRESTIGE 241 URINE PROTEINS

Nrkat. 4-242, 4-442 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania biatka catkowitego
w moczu i plynie moézgowo-rdzeniowym, przeznaczony
do wykonywania oznaczen na automatycznych analizatorach
biochemicznych: Prestige 24i, Biolis 24i,
Prestige 241 Premium, Biolis 24i Premium oraz Biolis 30i.
Odczynniki powinny by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel, tylko zgodnie
z ich  przeznaczeniem, w  odpowiednich  warunkach
laboratoryjnych.

WPROWADZENIE

U zdrowych osob, z prawidtowo funkcjonujgcymi nerkami,
biatko jest aktywnie reabsorbowane w kanalikach proksymalnych
i z moczem wydalane jest w niewielkich ilosciach kilkudziesigciu
miligraméw na dobg. Pomiar stgzenia biatka catkowitego
W moczu jest stosowany w diagnostyce i monitorowaniu leczenia
chordb nerek, serca czy tarczycy. Schorzenia te charakteryzuje
proteinuria lub albuminuria.

Badanie stezenia biatka catkowitego w plynie mozgowo-
rdzeniowym (PMR) jest szczegdlnie uzyteczne do wykrywania
zwigkszonej przepuszczalnosci bariery krew-mozg
oraz wykrywania zwigkszonej wewnatrzoponowej syntezy
immunoglobulin.  Zwigkszone st¢zenie biatka w PMR
moze  wskazywa¢  na: guzy  moézgu,  krwawienie
wewnatrzczaszkowe, urazy mozgu, bakteryjne 1 wirusowe
zapalenie mozgu oraz stwardnienie rozsiane.

ZASADA METODY
Bezposrednia  metoda  kolorymetryczna  z  czerwienia
pirogalolowa.

W kwasnym pH grupy aminokwasowe biatka w reakcji
z molibdenianowym kompleksem czerwieni pirogalolowej tworza
barwny zwiazek, ktory wykazuje maksimum absorbancji
przy  dlugosci fali 600 nm. Intensywno$¢  barwy
jest proporcjonalna do stezenia biatka w probee.

ODCZYNNIKI
Sklad zestawu

Nr kat. 4-242 Nr kat. 4-442
(statyw-24) (statyw-36)
1-Reagent 2x44,5ml 3x23,2ml
Hos¢ testow
Prestige 24i 440 340
Biolis 24i Premium 440 340
Biolis 30i 440 330

Odczynnik przechowywany w temp. 15-25°C zachowuje
trwato$¢ do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na poktadzie aparatu w 2-10°C sg stabilne
przez 12 tygodni (Prestige 24i, Biolis 24i Premium).

Stezenia skladnikéw w odczynniku
bufor bursztynianowy

czerwien pirogalolowa

molibdenian sodu

stabilizatory, konserwant

< 60 mmol/l
<0,07 mmol/l
< 0,05 mmol/l

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiattem  slonecznym
i zanieczyszczeniem!

= Nie zamraza¢ odczynnika.
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= Przed uzyciem odczynnik nalezy delikatnie wymiesza¢
przez odwracanie butelki.

=  Pojawienie si¢ zmetnienia lub wyniki oznaczen moczu
kontrolnego poza wyznaczonym zakresem moga wskazywaé
na niestabilnos¢ odczynnika.

MATERIAL BIOLOGICZNY

Mocz. Mocz uzyty do badan moze pochodzi¢ z pierwszej probki
porannej, probki przypadkowej (losowej) lub probki pobieranej
w okreslonym przedziale czasowym (probka okresowa) zgodnie
z klasyfikacja wg ECLM 2.

W celu pobrania i przygotowania probek nalezy stosowac jedynie
przeznaczone do tego probowki lub pojemniki.

Nie stosowa¢ konserwantow.

Swiezo pobrany mocz przetrzymaé w temperaturze pokojowej
okoto godziny, a nastgpnie schlodzi¢ do temperatury 4°C.
Bezposrednie obnizenie temperatury w przypadku $wiezo
pobranego moczu moze spowodowac wytracanie si¢ sktadnikow
mineralnych.

Przed oznaczeniem odwirowa¢ probki z widocznym zmegtnieniem
lub obecno$cia stratow. Oznaczanie nieodwirowanych probek
moze da¢ zawyzone wyniki.

Stabilno$¢ probek moczu: 2 dni w temp 2-8°C °.

Jednak polecamy wykonywanie badan na $wiezo pobranym
materiale biologicznym!

Plyn mézgowo-rdzeniowy. Plyn mozgowo-rdzeniowy nalezy
odwirowa¢ przed analiza. Obecno$¢ krwi w probkach plynu
mozgowo-rdzeniowego ~ moze  powodowaé  uzyskiwanie
fatszywych wynikow oznaczen biatka.

W celu prawidlowej interpretacji wynikéw, plyn moézgowo-
rdzeniowy musi by¢ oznaczany réwnocze$nie z probka krwi
pobrang od pacjenta w tym samym czasie.

Stabilno$¢ ptynu mézgowo-rdzeniowego: 3 dni w temp 2-8°C,
6 miesiecy w temp. -20°C ©.

Jednak polecamy wykonywanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent jest gotowy do uzycia.

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

Do wykonania proby blankowej nalezy uzywa¢ 0,9% NaCl.

Probe odniesienia (BLANK) nalezy wykonywa¢ kazdego dnia.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢ wplywajacy na wyniki
oznaczen efekt przeniesienia pomigdzy odczynnikami:
URINE PROTEINS — CREATININE, URINE PROTEINS —
CREA ENZYMATIC, URINE PROTEINS — GGT, URINE
PROTEINS - UA, CREATININE - URINE PROTEINS,
CREA ENZYMATIC - URINE PROTEINS. W celu
uniknigcia tego efektu nalezy zastosowaé si¢ do zalecen
zawartych w instrukeji:
51_03_24_008_BIOLIS_24i PREMIUM_CARRYOVER.

= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢ wplywajacy na wyniki
oznaczen efekt przeniesienia pomigdzy odczynnikami:
URINE PROTEINS — CREATININE, CREA ENZYMATIC
— URINE PROTEINS, FERRUM - URINE PROTEINS,
GGT - URINE PROTEINS, HDL DIRECT - URINE
PROTEINS, LDL DIRECT - URINE PROTEINS, UA -
URINE PROTEINS.
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W celu uniknigcia tego efektu nalezy zastosowaé si¢ do
zalecen zawartych \ instrukcji:
51_03_24_009_BIOLIS_30i_CARRYOVER

Obliczanie wynikow

W celu obliczenia ilo$ci biatka wydalonego w ciagu 24 godzin,
otrzymane st¢zenie (mg/dl) nalezy pomnozy¢ przez objgtosé
moczu (dl) otrzymana w ciagu 24 godzin.

WARTOSCI PRAWIDEOWE ™!

mocz (dorosli) <15 mg/dl (0,15 g/l)
mocz 24 h (dorosli) <100 mg (0,10 g)
plyn mézgowo-rdzeniowy mg/dl g/l
dzieci 0 - 4 tygodnie 20— 80 0,20 0,80
dzieci > 4 tygodni, dorosli 15-45 0,15-0,45

Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresow wartosci prawidtowych charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngetrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dofacza¢ nastgpujace kontrole: CORMAY URINE
CONTROL LEVEL 1 (Nrkat. 5-161) i LEVEL 2 (Nr kat. 5-162).
Do kalibracji analizator6w automatycznych nalezy stosowac
CORMAY URINE PROTEINS CALIBRATORS (Nr kat. 5-181).
Krzywa kalibracyjna powinna by¢ sporzadzana co 12 tygodni
(Prestige 24i, Biolis 24i Premium), przy kazdej zmianie serii
odczynnika lub w razie potrzeby np. jesli wartosci oznaczenia
moczu kontrolnego nie mieszczg si¢ w wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia
oznaczenia na innym analizatorze lub manualnie wyniki moga
rozni¢ si¢ od podanych.

=  LoB (granica §lepej proby):
1,6 mg/d1 (0,016 g/1)

= LoD (granica wykrywalnoSci):
2,0 mg/dl (0,02 g/l)

= LoQ (granica oznaczalnosci):
10 mg/dl (0,1 g/1)

= Liniowo$¢:
do 137 mg/dl (1,37 g/l)

Dla wyzszych stezen probe nalezy rozcienczy¢ 0,9% roztworem
NaCl, oznaczenie powtdrzy¢, a wynik pomnozy¢ przez
wspotczynnik rozcienczenia.

= Specyficznos¢ / Interferencje:

Hemoglobina do 0,004 g/dl, kwas askorbinowy do 20 mg/dl,
kreatynina do 6 g/l, bilirubina do 5 mg/dl, bilirubina zwiazana
do 60 mg/dl, kwas moczowy do 85 mg/dl, glukoza do 35 g/,
cytryniany do 250 mg/dl, szczawiany do 90 mg/dl, jony wapnia
do 130 mg/dl, jony magnezu do 1,8 g/l, fosforany do 1,2 g/l
i mocznik do 50 g/l nie wptywaja na wyniki oznaczenia.

Wysokie stezenie jonow zelaza (II) w badanej probce
moze powodowad interferencje 2.

Acetaminofen oraz niektore antybiotyki z grupy penicylin
i aminoglikozydéw moga powodowaé interferencje * 13,

= Precyzja

Powtarzalno$¢ (run to run) | Srednia SD (6\%

n=20 [mg/dl] [mg/dl] [%]
poziom 1 19,0 0,59 3,11
poziom 2 62,9 1,11 1,77
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Odtwarzalno$é (day to day) | Srednia SD [&%

n=80 [mg/dl] [mg/dl] [%]
poziom 1 222 1,43 6,5
poziom 2 69,5 2,25 3,2

=  Poréwnanie metody

Pordéwnanie wynikow oznaczen biatka catkowitego wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x), z uzyciem
54 probek moczu, dato nastgpujace wyniki:

y=1,0593 x — 0,1592 mg/dl;

R =0,995 (R — wspoétezynnik korelacji)

Pordéwnanie wynikow oznaczen biatka catkowitego wykonanych
na Biolis 30i (y) i na BECKMAN COULTER AUG680 (x),
z uzyciem 67 probek pltynu moézgowo-rdzeniowego, dato
nastepujace wyniki:

y =0,8823 x + 6,2421 mg/dl;

R=10,994 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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PRESTIGE 241 URINE PROTEINS

Cat. No 4-242, 4-442 (EN)

INTENDED USE

Diagnostic kit for determination of total proteins in urine
and cerebrospinal fluid intended to use in automatic analysers
Prestige 24i, Biolis 24i, Prestige 24i Premium, Biolis 24i
Premium and Biolis 30i.

The reagents must be used only for in vitro diagnostic,
by suitably qualified laboratory personnel, only for the intended
purpose, under appropriate laboratory conditions.

INTRODUCTION

In healthy people with properly functioning kidneys, proteins
are actively reabsorbed in the proximal tubules and only small
amounts of proteins (several mg per day) are excreted in urine.
The measurement of total proteins concentration in urine is used
in the diagnosis and treatment of heart and thyroid diseases,
which are characterized by proteinuria or albuminuria.

The measurement of total proteins concentration in cerebrospinal
fluid (CSF) is especially useful in detecting increased
permeability of the blood-brain barrier and in detecting increased
intrathecal ~ synthesis ~ of  immunoglobulins.  Increased
concentration of protein in CSF may indicate brain tumors,
intracerebral hemorrhage, brain injury, bacterial and viral
encephalitis and multiple sclerosis.

METHOD PRINCIPLE

Direct, colorimetric method with pyrogallol red.

At an acidic pH the protein amino acid groups, with the
pyrogallol red-molybdate complex, form a coloured compound
which shows a maximum absorbance at a wavelength of 600 nm.
Colour intensity is proportional to the concentration of proteins
in the sample.

REAGENTS
Package
Cat. No 4-242 Cat. No 4-442
(24-TRAY) (36-TRAY)
1-Reagent 2 x44.5ml 3x23.2ml

The reagent when stored at 15-25°C is stable up to expiry date
printed on the package. The reagents stored on board
of the analyser at 2-10°C are stable for 12 weeks (Prestige 24i,
Biolis 24i Premium)..

Concentrations in the reagent
succinate buffer

pyrogallol red

sodium molybdate

stabilizers, preservative

< 60 mmol/l
<0.07 mmol/l
<0.05 mmol/l

Warnings and notes

= Protect from direct sunlight and avoid contamination!

= Do not freeze the reagent.

= Reagent should be mixed before use by gentle inverting
the bottle several times.

= The appearance of turbidity or control urine values outside
the manufacturer’s acceptable range may indicate of reagent
instability.
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SPECIMEN

Urine: Urine used for analysis may come from the first morning
sample, random sample or timed collection sample according
to the classification by ECLM 2.

In order to collect and prepare the samples only dedicated tubes
and containers should be used.

Do not use preservatives.

Freshly collected urine should be kept at room temperature
for about an hour and then cooled to 4°C. Direct reduction
of the temperature on freshly collected urine can cause
precipitation of minerals.

Samples with visible turbidity should be centrifuged before
analysis. Determination of uncentrifuged samples may give
increased results.

Urine samples are stable for 2 days at 2-8°C ©.

Nevertheless it is recommended to perform the assay with freshly
collected samples!

Cerebrospinal fluid: Cerebrospinal fluid should be centrifuged
before analysis. The presence of blood in samples
of cerebrospinal fluid may result in false results of protein
determination. For proper interpretation of the results,
cerebrospinal  fluid must be determined simultaneously
with a sample of blood taken from a patient at the same time.

The stability of the cerebrospinal fluid is 3 days at 2-8°C,
6 months at the temperature -20°C °.

Nevertheless it is recommended to perform the assay with freshly
collected samples!

PROCEDURE

1-Reagent is ready to use.

1-Reagent put on basic position in reagent tray.

For reagent blank 0.9% NaCl is recommended.

Reagent blank is required each day.

Actions required:

= Biolis 24i Premium: When performing assays
in the analyser, there is a probability of cross-
contamination affecting the tests results: URINE
PROTEINS — CREATININE, URINE PROTEINS — CREA
ENZYMATIC, URINE PROTEINS - GGT, URINE
PROTEINS - UA, CREATININE - URINE PROTEINS,
CREA ENZYMATIC — URINE PROTEINS.. To avoid this
effect follow the recommendations contained
in the instruction: 51_03_24_008_BIOLIS_24i_PREMIUM_
CARRYOVER.

= Biolis 30i: When performing assays in the analyser,
there is a probability of cross-contamination affecting
the tests results: URINE PROTEINS — CREATININE,
CREA ENZYMATIC - URINE PROTEINS, FERRUM -
URINE PROTEINS, GGT - URINE PROTEINS, HDL
DIRECT — URINE PROTEINS, LDL DIRECT — URINE
PROTEINS, UA — URINE PROTEINS. To avoid this effect
follow the recommendations contained in the instruction
51_03_24 009_BIOLIS_30i_CARRYOVER.

Calculation

For the calculation of proteins excreted over 24 hours, multiply
the concentration (mg/dl) by the volume (dl) of the 24 hours
urine.

REFERENCE VALUES 7 "°
[ urine (adults) [ <15mgidi(0.15g1) |
| urine 24-h (adults) | <100 mg (0.10 g) |
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cerebrospinal fluid mg/dl g/l
children 0 - 4 weeks 20 -80 0.20 - 0.80
children >4 weeks, adults 15-45 0.15-0.45

It is recommended for each laboratory to establish its own
reference ranges for local population.

QUALITY CONTROL

For internal quality control it is recommended to use with each
batch of samples the CORMAY URINE CONTROL LEVEL 1
(Cat. No 5-161) and LEVEL 2 (Cat. No 5-162).

For the calibration of automatic analysers the CORMAY URINE
PROTEINS CALIBRATORS (Cat. No 5-181) is recommended.
The calibration curve should be prepared every 12 weeks
(Prestige 24i, Biolis 24i Premium), with change of reagent lot
number or as required e.g. quality control findings outside
the specified range.

PERFORMANCE CHARACTERISTICS

The following results have been obtained using automatic
analyser Biolis 30i. Results may vary if a different instrument
or a manual procedure is used.

=  LoB (Limit of Blank):
1.6 mg/dl (0.016 g/1)

= LoD (Limit of Detection):
2.0 mg/dl (0.02 g/1)

= LoQ (Limit of Quantitation):
10 mg/dl (0.1 g/1)

=  Linearity:
up to 137 mg/dl (1.37 g/l)

For higher concentration dilute the sample with 0.9% NaCl
and repeat the assay. Multiply the result by dilution factor.

= Specificity / Interferences

Hemoglobin up to 0.004 g/dl, ascorbic acid up to 20 mg/dl,
creatinine up to 6 g/1, bilirubin up to 5 mg/dl, conjugated bilirubin
up to 60 mg/dl, uric acid up to 85 mg/dl, glucose up to 35 g/l,
citrates up to 250 mg/dl, oxalates up to 90 mg/dl, calcium ions
up to 130 mg/dl, magnesium ions up to 1.8 g/l, phosphate ions
up to 1.2 g/l, urea up to 50 g/l do not affect the results
of the determination.

High concentration of iron (II) ions in the test sample may cause
interferences'2.

Acetaminophen and some antibiotics from penicillins
and aminoglycosides can interfere * '3,

= Precision

Repeatability (run to run) Mean SD CcvV
n=20 [mg/dl] | [mg/dl] | [%]

level 1 19,0 0,59 3,11
level 2 62,9 1,11 1,77
Reproducibility (day to day) Mean SD Ccv
n=80 [mg/dl] | [mg/dl] | [%]

level 1 222 1.43 6.5
level 2 69.5 2.25 3.2

=  Method comparison

A comparison between total proteins values determined
at Biolis 30i (y) and at ADVIA SIEMENS 1800 (x) using
54 urine samples gave following results:

y =1.0593 x — 0.1592 mg/dl;

R=0.995 (R — correlation coefticient)

PRESTIGE 24i URINE PROTEINS (Il GENERACIJA / Il GENERATION / Il IOKOJIEHHUE)

A comparison between total proteins values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 67 CSF samples gave following results:

y =0.8823 x + 6.2421 mg/dl;

R=10.994 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

LITERATURE

1. NCCLS: Routine Urinalysis and Collection, Transportation,
and Preservation of Urine Specimens - Second Edition.
Approved guideline NCLLS document GP16A, 2001.

2. European Confederation of Laboratory Medicine: European
urinalysis guidelines., Scand. J. Clin. Lab. Invest., 60: 1-96,
2000.

3. Kaplan L.A., Pesce A.J.: Clinical Chemistry, Mosby Ed.
(1996).

4.  Watanabe N., Kamei S., Ohkubo A., Yamanaka M., Ohsawa
S., Makino K. and Tokuda K.: Clin. Chem. 32, 8, 1551-1554
(1986).

5. Alan H.B. Wu. editor. Tietz Clinical Guide to Laboratory
Tests, 4" ed. St. Louis: W.B Saunders Company; 2006,
p.9le.

6. Tietz N.W.,ed. Clinical Guide to Laboratory Test. 3" ed.
Philadelphia: WB Saunders 518-525, 1995.

7. Biou D., Benoist J.F., Xuan Huong C.N.T., Morel P.,
Marchand M.: Clin. Chem. 46:3, 399-403 (2000).

8. Burtis C.A., Ashwood E.R., ed. Tietz Textbook of Clinical
Chemistry, 3rd ed. Philadelphia, PA: WB Saunders, (1999).

9. Dembinska-Kie¢ A., Naskalski J.W: Diagnostyka
laboratoryjna  z  elementami  biochemii  klinicznej,
wyd. Volumed, 231, (1998).

10. Burtis C.A., Ashwood E.R., ed. Tietz Textbook of Clinical
Chemistry and Molecular  Diagnostics  4th  ed.,
PA: WB Saunders, 589, 2006.

11. Young D.S., Effects of Drugs on Clinical Laboratory Tests,
3rd ed., AACC Press, Washington, D.C., 1990, p. 3-2
96 —3-301.

12. Fujita Y., Mori 1., Kitano S., Bunseki Kagaku 32, 1983,
p. 379-386.

13. Ockenel LS., Matthews C.E., Rifai N., Ridker P.M., Reed
G., Stanek E., Clinical Chemistry 49, No. 1, 2003, 202-203.

Date of issue: 04.2021.

str. / page / ctp. 4/9

51_03_05_069_02



PZ CORMAY S.A.

ul. Wiosenna 22,

05-092 Lomianki, POLSKA
tel.: +48 (0) 81 749 44 00
fax: +48 (0) 81 749 44 34
http://www.cormay.pl

»w
q CORMAY

PRESTIGE 241 URINE PROTEINS

Kar.Ne 4-242, 4-442 (RUS)

MNPEANOJATAEMOE UCITIOJIb30OBAHUE
JluarHocTuueckuii HaGop JUIsi ompeneneHus oobmero Oenxa
B MoOue n CIUHHOMO3TOBOM KUIKOCTH, npeaHa3sHa4YCH
JUISL  UCTIONB30BaHMSA — Ha ABTOMATHYECKOM  aHAJIN3aTOpe
Prestige 24i, Biolis 24i, Prestige 24i Premium, Biolis 24i
Premium u Biolis 30i.

PeareHTbl JOJDKHBI HCIIOJNB30BAThCS TOJBKO JUISL JMArHOCTHKH
in vitro, KBalM(QUIMPOBAHHBIM J1A0OPATOPHBIM IIEPCOHAIIOM,
B IIEJIAX, JUI KOTOPBIX OHH MPEIHA3HAYCHBI, B COOTBETCTBYIOIIHX
11a6OPATOPHBIX YCIOBHSX.

BBEJIEHUE

V' 310pOBbIX JOZieH, € HOPMalbHO (DYHKIMOHHPYIOIHMU
MOYKaMH, O€OK aKTHBHO PeafcopOoupyeTcs B MPOKCHMAIIBHBIX
KaHalbllaX, M BBIBOAMTCS C MOYOM B  HE3HAYMTEIBHBIX
KOJIMYECTBAX — HECKOJIBKO ECATKOB MUJUTUTPAMM B CYTKH.
W3MepeHne KOHLEHTpaluK obuiero Geika B MOYe HCIONIb3yeTcs
JUISL TMaTHOCTHKH W MOHHMTOPHHIA JIe4eHHs OoJe3Heil Mmoyek,
cepiaua MM LIMTOBHAHOW  okene3pl. OTH  3a00jeBaHMs
XapaKTepH3yeT MPOTEHHOHYPHS JTH00 aIb0yMUHOHYPHS.
HccnenoBanue KOHIEHTpalmK o6miero 6enka B CIHMHHO-
MO3rOBOIl JKHAKOCTH OCOGEHHO MOJE3HO JUIsl OOHApyKEHHs
YBEINYCHHOMN NMPOHUI[AEMOCTH reMarodHuedanndeckoro 6apbepa
" YBEIMYEHHOTO HHTpPaypabHOTO CHHTE3a
HMMYHOTJTIOOYJIMHOB. ~ YBEJNMYCHHAas  KOHIEHTpauus  Oelka
B JIMKBOpDE MOXKET yKa3blBaThb Ha: OIYXOJM  MO3ra,
BHYTPHUYEPEIIHOE KPOBOTEYEHHE, IIOPAXKEHHs MO3ra, MEHHHTHT
GaKTepraNbHOrO u BHPYCHOTO NPOUCXO0XKICHUS,
11160 pacCesTHHBIN CKIEPO3.

IMPAHUIMUITI METOJA

IIpsiMOif,  KOJIOPHMETPUYECKHH  METOJ C  MHPOraUIOBBIM
KpacHeIM. B Kucnoi cpese aMHHOKHCIOTHBIE Tpymmbl Oelka
pearupyioT ¢ MUPOTrayIOBBIM KPacHbIM H MOIMOIaTOM, 00pasys
OKpAIIEHHbIl KOMILIEKC ¢ MaKCHMyMOM abcopOInm TpH JUIMHE
BoiHBl 600 HM. MHTEHCHBHOCTH OKpacKd IIPONOPIHMOHANBHA
KOHIIEHTpanuy OeJika B oopasie.

PEATEHTBI
Cocras nadopa
Kat. Ne 4-242 Kat. Ne 4-442
(raTus-24) (mraTuB-36)
1-Reagent 2 x 44,5 mn 3x23,2mn

Ipu temmeparype 15-25°C peareHT coxpaHseT CTaGHIBHOCTH
B TEUCHNH BCEr0 CPOKA TOJHOCTH, YKAa3aHHOTO HA YIAKOBKE.
Ha Oopry anammsatopa npu 2-10°C peareHT crabuiieH
12 nenens (Prestige 24i, Biolis 24i Premium).

KoHueHTpannu KOMIOHEHTOB B pearente
CyKIMHaTHBIi1 Oydep

MTHPOTAJIIONOBBI KpacHbIH

MoubaaT HaTpHs

CTaGHIIH3aTOPBI, KOHCEPBAHTHI

< 60 MMoOIIB/1T
< 0,07 MmMomnB/n
<0,05 mmonb/n

Hpenynp Ml U I TAHHS

= TIpenoXpaHsTh OT NPSAMBIX COMHEYHBIX JIyueii n 3arps3Henus!
= He 3aMOpaknBaTh peareHThl.

= Jlepex HCHONB30BaHMEM peareHT CleayeT aKKypaTHO

IepeMeLaTh, Bpaias (IakoH.
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= TlomyTHeHMe peareHTa, MO0 pe3y/bTaThl  ONPEJiEIeHUIH
KOHTPOJIBHBIX CBIBOPOTOK, HE IONAJar0INEe B yCTaHOBJ'IEHHBIﬁ
JHaria3oH, MOT'yT yKa3bIBaTh Ha HecTaOMIIBHOCTh pearenra.

BUOJIOTMYECKHUI MATEPUAJL

Moua, wucnons3yemas Uil aHaiu3a, MOXeT OBbITh B3sTa
W3 TepBOH  yTpeHHeW BBIOOPKM, CiyuaifHOW  BBIOOPKH
WM BPEMEHHOI BBIOOPKH B COOTBETCTBHH C KiaccH(puKaimei
ECLM 2.

Jliist Toro, 4To0BI cOOpaTh U MOATOTOBUTH 0OPa3Ibl HEOOXOAUMO
HCTIONB30BATh TOJIBKO CHEIHaIbHbIE TPYOKH U KOHTEHEepHI.

He ncnonp30BaTh KOHCEPBAHTHI.

CBexxass  coOpaHHas MoYa XPAaHHTBCA TP KOMHATHOI
TeMIepaType B TEYCHHE 4aca M 3aTeM CleAyeT IIOMECTHTh
B XOJIOJIMJIBHUK ¢ Temmeparypoii 4°C. TIpu oXnmaxaeHnn cBexei
MOYH MOXET 00pa3oBaThcsi OCaXkaeHHe MuHepanoB. O6pasibl
C  BHAMMOH  MYTHOCTBIO  CIEAYeT  LEHTpH(YrHpoBaTh
0 BBINOJHEHHS] aHANM3a, MHA4Ye OOpaslbl MOryT JaTh
HOBBIILICHHBIE PE3YJIbTATBI.

OO6pasiipl MOYM CTAOMIIBHBI B TEUEHHE 2 JHEH NpH TemIepaTtype
2-8°C°.

Tem He MeHee, pPEKOMEHIYETCS BBHINOJIHEHHE AHAIH30B
Ha CBEXKEB3STOM OHOJIIOIHYECKOM Marepuae!

CNMHHOMO3IOBYK0 KMAKOCTh ClIeJlyeT LEHTpUdyruposarsb
nepes ananusoM. Hamune xpoBu B o6pasnax MOXKeT NPUBECTH K
JIOXKHBIM pe3ynbTaTaM ompezenenns Oenmxa. JIns NpaBHIIBHOM
MHTEPIpPETAlMk  Pe3ylbTaToB, CIMHHOMO3rOBas —JKHIKOCTh
JIOJDKHA ~ OTPEJINATHCS OJJHOBPEMEHHO ¢ 00paselnoM  KpoBw,
B3STOM Yy nanMeHTa, B TO K€ BpeMsl.

CTaGWiIBbHOCTh ~ CIMHHOMO3TOBOH — JKHIKOCTH — COCTaBIseT
3 gus mpu Temneparype 2-8°C u 6 MecsleB IpH TeMIepaType
-20°C©.

Tem HE MCHEEC, PEeKOMEHAYETCA BbITIOJTHCHUEC AaHaJIM30B
Ha CBEXKEB3ATOM OHONOTHYECKOM MaTtepuane!

IMPOLENYPA ONIPEJEJEHUS

1-Reagent ciie/lyeT yCTaHOBHTb Ha IITATHB B O3HLIUH OCHOBHOTO

peareHTa.

B KkayecTBe OnaHK-peareHTa PeKOMEHIYETCs HCIOIb30BaTh

0,9% NaCl.

BriaHK-peareHTa peKOMEHIyeTCsl IPOBOJUTD €3KEJHEBHO.

Heo6xoaumble aeiicTBus:

= Biolis 24i Premium: IIpu BBINOJIHEHHH AaHANH30B
Ha AaHaaM3aTope,  BO3MOKHO MCKAKEHHE PEe3yJIbTaTOB
QHANHM30B, BBI3BAHHOE IIEPEKPECTHBIM _ 3arpsi3HeHHEM
mexnay pearenramu: URINE PROTEINS — CREATININE,
URINE PROTEINS - CREA ENZYMATIC, URINE
PROTEINS - GGT, URINE PROTEINS - UA,
CREATININE - URINE PROTEINS, CREA ENZYMATIC
— URINE PROTEINS. Yro6br nsbexarb storo sddexra,
clielyiiTe PEKOMEHIALMAM, COACPHKAIKMMCS B MHCTPYKIIHH
51 03 24 008 BIOLIS 24i PREMIUM_CARRYOVER.

=  Biolis 30i: Ilpu BBINOJHEHMH aHAIM30B HA aHANIM3aTOPE,
BO3MOXKHO HCKa)K€HHE DPe3yJbTaToOB aHAIM30B, BBI3BAHHOE
NepeKPeCTHBLIM __ 3arpsi3HeHHeM  MeXIy pearcHTaMu:
URINE PROTEINS — CREATININE, CREA ENZYMATIC
— URINE PROTEINS, FERRUM - URINE PROTEINS,
GGT — URINE PROTEINS, HDL DIRECT - URINE
PROTEINS, LDL DIRECT - URINE PROTEINS, UA -
URINE PROTEINS. Yto6sl usbexars storo sddexra,
clielyiiTe PeKOMEHIALHAM, COACPIKAIKMMCS B MHCTPYKLHI
51_03_24 009_BIOLIS_30i_CARRYOVER.
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Pacuér pesyabTaToB

Jlns pacuera KOJMYECTBa BbIJEJIECHHOro Oenka 3a 24 waca,
HOJTy4YeHHbIE KOHLEHTPAUUK (MI//1) HEOOXOIMMO YMHOXKHTH
Ha O0BEM (1) CYTOYHOM MOUM, MOIYy4YEHHBI B TEYCHHH
24 yacos.

PE®EPEHTHBIE BEJIMYUHBI "'°

Mo4a (B3pocibie) <15 mr/mn (0,15 r/m)

CyTouHasi Mo4a (B3pOCIIbIe) <100 mr (0,10 1)

cn 3roBasi J)KHJIAKOCTh iVt /o
neru 0 — 4 genenu 20— 80 0,20 — 0,80
JIeTH >4 HezlelH, B3pOCIble 1545 0,15-0,45

Kasxoit 1abopaTopun peKOMeH/lyeTcsl yCTaHOBUTh COOCTBEHHbIE
HOPMbI, XapaKTepHbIE 15 00CIIe/lyeMOro KOHTHHICHTA.

KOHTPOJIb KAYECTBA

Jlniss  BHYTpEHHEro  KOHTPOJISL — KayecrBa  PEKOMEHJyeTcs
npu  Kaxaoi cepuu omnpexenenuit ucnonb3oBats CORMAY
URINE CONTROL LEVEL 1 (Kar.Ne 5-161) u LEVEL 2
(Kat.Ne 5-162).

JUnst KarnbGpPOBKH aBTOMAaTHYECKHX aHAIM3aTOPOB PEKOMEH/TYeTCst
ucnons3zoBath CORMAY URINE PROTEINS CALIBRATORS
(Kat.Ne 5-181).

KanubpoBouHyi0  KpPHBYIO — CIIETyeT  COCTAaBISATH  KaX/ble
12 nenenu (Prestige 24i, Biolis 24i Premium), nmpu ka/0ii cMeHe
J0Ta peareHTa WIM INIpH HEoOXOIMMOCTH, HAIpHMep, eCIH
Ppe3yJIbTaThl KOHTPOJIsS KAauyecTBa HE IMONAJAKT B pedepeHTHBIH
JIMAIIa30H.

XAPAKTEPUCTUKHU ONPEJEJIEHUSA

OTH METPOJIOrHYEeCKHEe XapaKTEPUCTUKH ObLIM IOJYYCHBI IIPH
HCIIOJNB30BAHMU aBTOMATHYECKOro asammsartopa Biolis 30i.
Pe3ynbTaThl, momydyeHHblE Ha JAPYIHX aHaJaM3aTopax, MOTYT
OTINYATHCS.

= LoB (npenes 6i1anka):
1,6 mr/ma (0,016 r/m)

= LoD (mnpenen odHapy:keHus):
2,0 mr/m (0,02 r/m)

=  LoQ (mpexes KOJIM4eCTBEHHOIO ONpe/e/IeHus):
10 mr/m (0,1 r/m)

= JIuneiiHocTh
mo 137 mr/mn (1,37 r/m)

B cimyuae Gomee BBICOKMX KOHIIGHTpaluii, pasz6aBbTe NpoOy
0,9% NaCl u moBropute HccienoBaHue. Pe3ynpTaT yMHOXKbTE
Ha (aKToOp pa3BeIEHMUS.

= Cneuuduunocrs / Uuteppepenuun

T'emorno6un no 0,004 r/m1, ackopbar no 20 Mr/mi, KpeaTUHUH
g0 6 r/n, OmmupyOun mo 5 wmr/mi, npsmoit  OunmpyOun
10 60 Mr/m, ModeBas KMCiIOTa 10 85 mr/mi, riokosa a0 35 /i,
uuTpatd 0 250 mMr/mi, okcanatd 1o 90 Mr/mi, MOHBI KajbLHs
no 130 wmr/mn, woHsl marHus g0 1,8 r/m, nonsl docdats
10 1,2 r/n, moueBuHa 10 50 1/11, He OKa3bIBAIOT CYIIECTBEHHOIO
BJIMSIHHS HA PE3yIbTaThl ONPEICICHHA.

Beicokasi koHIeHTpanus noHOB xkenesa (II) B TectoBoM mpobe
MOKET BBI3BATH TIOMEXHU B HCCIE/I0BAHMH 2,

AuetaMHHOpEH M HEKOTOpble  AHTHOMOTHKH  TPYIIIBI
NeHHUWUIMH W aMHHOIJIMKO3W/IbI, MOTYT BBI3BaTh IIOMEXH

B ucenenosanuy 113,
=  TouHocTb
IoBTOpsieMocTH Cpennee SD Ccv
(Mexay cepusmu) n=20 [mr/mn] [mr/an] | [%]
ypoBeHb 1 19,0 0,59 3,11
YpOBeHb 2 62,9 1,11 1,77

PRESTIGE 24i URINE PROTEINS (Il GENERACIJA / Il GENERATION / Il IOKOJIEHHE)

BocnpouszBoaumocts Cpennee SD Ccv
(130 s B genp) n=80 [mr/mn] [mr/mn] | [%]
ypoBeHb 1 22,2 1,43 6,5
YpoBeHb 2 69,5 2,25 32

= CpaBHeHHe MeTOJa

CpaBHeHHE  pe3y/IbTaTOB  ONpedeneHus  obmiero  Oenka
Ha Biolis 30i (y) u wa ADVIA SIEMENS 1890 (x)
¢ Hcnoib3oBaHHeM 54 00pa3loB MOYM Jaio  ClEAyHoLIne

Ppe3yJIbTaThL:
y=1,0593 x — 0,1592 mr/nm;
R =0,995 (R — ko3¢ durmeHT Koppemsim)

CpaBHeHHE  Pe3yNbTaTOB  ONpeneieHus  obmero — Genka
Ha Biolis 30i (y) 1 na BECKMAN COULTER AU680 (x)
C HCTonb30BaHHEM 67 00pasloB CIMHHOMO3IOBOW JKHIKOCTH
JIaJIo CIeIyIONINe Pe3yIbTaThl:

y =0,8823 x + 6,2421 mr/ur;

R=10,994 (R — koo dunment xoppesmm)

YTUJIU3ALUA OTXOJ0B
B cOOTBETCTBHH C JTIOKANBHBIMH TPEOOBAHMAMH.
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PRESTIGE 241 URINE PROTEINS

ROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIASA :

e Prestige 24i, Biolis 24i

Item No. 54 Item Name PROT U [ Optical
Data information Calibration
Units [ mg/dl | Type [ Linear1
Decimals |1 | Std sample conc.
Blank 0 #1 [ * [ #2 [
Analysis #3 #4 | [ #5 |
Type END method #6
Main Wave Length 600nm
Sub Wave Length
Method Pyrogallol red
Correlation
Slope Intercept
y=11 | x+ |0 |
Item No. 54 Item Name PROT U | Optical
Aspiration Data Process
Kind [ Single Read Start End
Vol. Main 29 30
Kind Vol. Add Units Sub 9 10
Sample 4 5 ul
Reagent 1 180 10 ul Abs.Limit  Low High
Reagent 2 [-3 | ~ [3
Blank value Correction value
Water Blank | Blank correction 1
End Point Limit 2
Reaction Monitor Linear Check (%) 0
0 Level Point [1 |
Span |3 | Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 54 Item Name PROT U Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum Serum
Urine 0 15 0 15 Urine
Plasma Plasma
CSF 15 45 15 45 CSF
Dialysis Dialysis
Other Other
Item No. 54 Item Name PROT U \ Optical

Auto Rerun SW

Auto Rerun Condition (Absorbance)

Ttem name [ 54 [PROTU |
Data information Calibration
Units [ mg/dl | Type Linear
Decimals |2 | Standard
#1 * #4
Analysis #2 #5
Type END #3 #6
Main W.Lengthl 600
Sub W.Length2 Normal Range
Method Pyrogallol red Male Female
Low High Low High
Corr Serum
[ Inter | Urine 0 15 0 15
y=[1_ ] X+ [0 | Plasma
CSF 15 45 15 45
Dialysis
Other
Item name [ 54 [ PROTU |
Aspiration Data Process
Kind [ Single |  Read Absorbance Limit
Start End [ Low [-3
Volume [ Main 29 30 | High |3
Sample 4.5 | Sub 9 10
Reagentl 180 ul
Reagent2 Factor ‘Endpoint Limit |2
[Blank correction [1.0000 | [Linear Check (%) [0%
Third Mix. [ OFF | Dilution
R1 Blank | Water-B |[ Diluent [ 99:Dil1
Monit Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 3.000 |[ First
Second [Low
Third [Low
Item name | 54 [PROTU \
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON | [ Absorbance Range
| Lower OFF
Auto Rerun Range (Result) | Higher OFF
ON ON
Lower Higher [ Prozone Range | OFF
Serum
Urine 73 143
Plasma
CSF
Dialysis
Other

PRESTIGE 24i URINE PROTEINS (Il GENERACJA / II GENERATION / I IOKOJIEHHE)
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ON
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher | OFF
. . Low High
First Dil Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum
Urine 1.8 160 [ OFF
Plasma
CSF Dilution
Dialysis [[99:Dil1
Other

=  Biolis 30i

PRESTIGE 24i URINE PROTEINS (Il GENERACIA / Il GENERATION / II [IOKOJIEHHE)
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Item no 54 Itemname | UP Specimen | CSF/ URINE OPTICAL

Data information Aspiration volume
UNITS | mg/dL \ [ TYPE \ Single
DECIMALS | 1 |
SAMPLE REAGENT 1 REAGENT 2
Analysis [ VOL. (uL) 6 180
METHOD END method | BOTTLE (ml)
Main Wave Length 600 nm
Sub Wave Length [ FIRST DIL. [
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 27 28
SUB
Blank value
*WATER | ° REAGENT | [ ABS LIMIT |
| 3 | TO 3
Calibration
TYPE | Linear 1 ‘ Collection value
STABILITY | | [ ENDPOINT [ 25 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
*LOW VARIATE
Item No 54 Ttem Name up Specimen | CSF/ URINE OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ | “ON | °OFF |
LOW [ HIGH LOW [ HIGH
0 | 15 0 | 15 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re | Value | Dil.
Panic range | | 10 ‘ | | 137 |
MALE FEMALE
LOW | HIGH LOW | HIGH Auto rerun condition (abs.)
DIL.
LOWER | °ON | *OFF
Decision limit HIGH | °ON | *OFF
MALE FEMALE
Auto rerun condition (prozone)
°ON [ *OFF |
[ SAMPLE VOL. \ |
Dilution
“DIL 1 \ °DIL 2 |
Reaction check
°ON *OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON «OFF | Y «OFF
Data wydania / Date of issue / laTa co3nanus: 04.2021.
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