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ACCENT-200 MICROALBUMIN

Nrkat. 7-244 (PL)
ZASTOSOWANIE

Zestaw  diagnostyczny do  oznaczania  stgzenia  albuminy
w moczu i plynie moézgowo-rdzeniowym, przeznaczony

do wykonywania oznaczen na automatycznych analizatorach:
ACCENT-200, ACCENT-200 1II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320, ACCENT 400
oraz ACCENT Neo200.

Odczynniki powinny by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel,
tylko zgodnie z ich przeznaczeniem, w odpowiednich warunkach
laboratoryjnych.

WPROWADZENIE

Albumina jest produkowanym w watrobie biatkiem i stanowi
ok. 60% catkowitej puli biatek we krwi. W zdrowym organizmie tylko
niewielkie ilosci albuminy przechodza przez kigbuszki nerkowe
i sa one wchianiane zwrotnie w kanalikach nerkowych, wobec czego
w moczu znajduje si¢ niewielka ilo$¢ albuminy. W przypadku
zaburzen funkcji nerek ilo§¢ albuminy w moczu zwigksza si¢, jednak
jej stezenie nadal pozostaje niewykrywalne rutynowymi testami
(mikroalbuminuria). Pojawienie si¢ niskiego, ale nieprawidtowego
stezenia (30-300 mg/24 godz.) albuminy w moczu jest wczesnym
objawem nefropatii (najczgsciej cukrzycowej) oraz zaburzen uktadu
krazenia. W praktyce klinicznej, w celu uniknigcia koniecznosci
zbiorki 24-godzinnej, powszechne jest stosowanie réwnoczesnego
oznaczania albuminy i kreatyniny, i podawanie wyniku, jako stosunku
albumina/kreatynina.

ZASADA METODY

Metoda immunoturbidymetryczna. Albumina zawarta w probce
tworzy z  przeciwcialami  anty-albuminowymi,  zawartymi
w odczynniku, nierozpuszczalny kompleks. Powstale zmetnienie,
mierzone spektrofotometrycznie przy fali o dlugosci 340 nm, jest
proporcjonalne do stezenia albuminy w oznaczanej probce.

ODCZYNNIKI

Sklad zestawu

1-Reagent 2x 12ml
2-Reagent 2x3,2ml

Tlosci testow

ACCENT-200 100
ACCENT-200 I GEN 100
ACCENT-2208 100
ACCENT S120 120
ACCENT MC240 120
ACCENT M320 120

Odczynniki przechowywane w temp. 2-8°C zachowuja trwato$é
do daty waznos$ci podanej na opakowaniu.

Odczynniki przechowywane na pokladzie aparatu w 2-10°C sa
stabilne przez 11 tygodni (ACCENT-200) lub 12 tygodni (ACCENT
M320, ACCENT S120).

Stezenia skladnikéw w odczynniku

1-Reagent

bufor Tris (pH 7,6) 18,2 mmol/l
chlorek sodu 123,2 mmol/l
PEG < 4%

ACCENT-200 MICROALBUMIN (II GENERACIJA /Il GENERATION / II IIOKOJIEHUE)

2-Reagent

chlorek sodu 154 mmol/l
przeciwciata przeciwko ludzkiej albuminie

konserwanty

Ostrzezenia i uwagi

=  Chroni¢c  przed bezposrednim  $wiattem  stonecznym
1 zanieczyszczeniem!

= Nie zamraza¢ odczynnikow.

= Przed wuzyciem odczynniki wymiesza¢ przez delikatne
odwracanie.

= Nie uzywac po uptywie daty waznosci.

= Nie zamienia¢ nakretek.

= Odczynnikéw roéznych serii nie nalezy zamienia¢ i mieszac.

= Nalezy zapozna¢ si¢ z Kartg charakterystyki (MSDS), ktora
zawiera szczegbtowe informacje dotyczace zasad bezpiecznego
przechowywania i stosowania wyrobu.

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) [3].

Przed oznaczeniem odwirowaé probki z widocznym zmetnieniem lub
obecnoscia stratow. Oznaczanie niecodwirowanych probek moze da¢
zawyzone wyniki.

Stabilno§¢ probek moczu: 2 dni w temperaturze pokojowej,
14 dni w temp. 8°C [7].

Jednak polecamy wykonywa¢ badania na §wiezo pobranym materiale
biologicznym!

Plyn moézgowo-rdzeniowy. Plyn moézgowo-rdzeniowy nalezy
odwirowa¢ przed analiza. Jesli stezenie biatka calkowitego
w plynie mézgowo-rdzeniowym jest wyzsze niz 2000 mg/l, probke
nalezy rozcienczy¢ w stosunku 1:9, a wynik pomnozy¢ przez 10.
Przy pobieraniu i dalszym postgpowaniu z probka zalecane
jest stosowanie procedur NCCLS.

Probki powinny by¢ przechowywane w 2-4°C i poddane oznaczeniu
w ciagu 2 godzin od pobrania.

Jednak polecamy wykonywa¢ badania na §wiezo pobranym materiale
biologicznym!

WYKONANIE OZNACZENIA

1-Reagent i 2-Reagent sa gotowe do uzycia.

Do wykonania proby zerowej nalezy uzywac 0,9% NaCl.

Dla analizatorow ~ACCENT-200, ACCENT-200 II GEN,
oraz ACCENT-220S przy kazdej kalibracji nalezy wyznaczy¢ tlo
odczynnikowe (Reagent Blank). Do wykonania $lepej proby
odczynnikowej nalezy uzy¢ wody dejonizowanej. Zlecajac kalibracjg
nalezy zaznaczy¢ typ zadania: Kalib+Pust.Odcz.

‘Wymagane dzialania:

W przypadku  wykonywania  oznaczen na  analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S, moze
wystapi¢, wplywajacy na wyniki oznaczefi, efekt przeniesienia
pomigdzy odczynnikami: AMYLASE-MICROALBUMIN,
ALBUMIN - MICROALBUMIN, ALP - MICROALBUMIN, BIL
TOTAL MALLOY-EVELYN - MICROALBUMIN,
CHOLINESTERASE - MICROALBUMIN, LDL DIRECT -
MICROALBUMIN, CREATININE - MICROALBUMIN, GGT -
MICROALBUMIN, LDH - MICROALBUMIN, dTIBC -
MICROALBUMIN, TOTAL PROTEIN - MICROALBUMIN, TG -
MICROALBUMIN.
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W celu uniknigcia tego efektu nalezy zastosowaé si¢ do zalecen
zawartych w instrukcji: 51_03_24 001_ACCENT-200
_CARRYOVER

Obliczanie wynikéw

W celu obliczenia ilo$ci albuminy wydalonej w ciagu 24 godzin,
otrzymane stezenie (mg/l) nalezy pomnozy¢ przez objgtosé
moczu (1) otrzymang w ciggu 24 godzin.

WARTOSCI PRAWIDLOWE ?
mocz mg/24h pg/min kre‘;,t%//r%iny
poziom normalny <30 <20 <30
mikroalbuminuria 30 -300 20-200| 30-300
kllnlczna album}nurla =300 =200 =300
(jawna nefropatia)
plyn mo.zgow?-r‘dzemowy, 177251 mg/l
z naklucia lgdzwiowego

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresOw warto$ci prawidtowych charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jako$ci, do kazdej serii oznaczen, nalezy
dofacza¢ surowice kontrolne: CORMAY MICROALBUMIN
CONTROL (Nr kat. 4-461).

Do kalibracji analizatorow automatycznych nalezy stosowaé
CORMAY MICROALBUMIN CALIBRATOR (Nr kat. 5-193).
Jako kalibratora 0 nalezy uzywa¢ 0,9% NaCl.

Krzywa kalibracyjna powinna by¢ sporzadzana co 4 tygodnie
(ACCENT-200), 6 tygodni (ACCENT S120) lub 7 tygodni (ACCENT
M320), przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. jesli wartosci oznaczenia surowic kontrolnych nie mieszcza si¢
W wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac  analizatorow
automatycznych: ACCENT-200 i ACCENT MC240. W przypadku
przeprowadzenia oznaczenia na innym analizatorze lub manualnie
otrzymane wyniki moga rézni¢ si¢ od podanych.

= Czulosé: 3,8 mg/l - ACCENT-200
= LOQ:2 mg/l - ACCENT MC240
= Liniowos¢: do stgzenia najwyzszego kalibratora

Dla wyzszych stgzen probke nalezy rozcienczyé 0,9% roztworem
NaCl, oznaczenie powtorzy¢, a wynik pomnozy¢ przez wspotczynnik
rozcienczenia.

= Specyficzno$¢ / Interferencje
Hemoglobina do 2,5 g/dl, kwas askorbinowy do 200 mg/dl, kreatynina
do 6 g/l, kwas moczowy do 100 mg/dl, glukoza
do 35 g/I, mocznik do 50 g/, bilirubina zwigzana do 60 mg/dl,
jony wapnia do 130 mg/dl, jony magnezu do 1,8 g/,
nie wplywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalnos¢ Srednia SD CcvV

(run to run) [mg/1] [mg/1] [%]
ACCENT-200 poziom 1 19,06 0,54 2,84
n=10 poziom 2 77,72 0,87 1,12
ACCENT MC240 poziom 1 21,46 0,36 1,67
n=20 poziom 2 58,86 0,87 1,48
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Odtwarzalnosé Srednia [ SD cv

(day to day) [mg/l] | [mg/l] | [%]
ACCENT-200 poziom 1 68,02 1,87 2,74
n=20 poziom 2 74,82 0,98 1,31
ACCENT MC240 poziom 1 28,2 1,38 49
n=80 poziom 2 67,3 1,46 2,2

= Pordéwnanie metody

Poréwnanie wynikow oznaczen mikroalbuminy, wykonanych
na ACCENT-200 (y) i na COBAS INTEGRA 400 (x), z uzyciem 50
probek moczu, dato nastgpujace wyniki:

y=10,9868 x — 3,5633 mg/l;

R =0,998 (R — wspotezynnik korelacji)

Poréwnanie zestawu firmy CORMAY (y) z innym ogélnie dostepnym
zestawem komercyjnym (x), z uzyciem 29 probek ptynu mézgowo-
rdzeniowego, na analizatorach ACCENT-200 i BS-400, dato
nastepujace wyniki:

y=0,9785 x + 8,4498 mg/l;

R=10,998 (R — wspotczynnik korelacji)

Poréwnanie wynikow oznaczen mikroalbuminy, wykonanych
na ACCENT MC240 (y) i na BS-400 (x), z uzyciem 67 probek moczu
dato nastgpujace wyniki:

y=0,955 x + 5,8166 mg/l;

R= 1,000 (R — wspotczynnik korelacji)

Porownanie wynikow oznaczen mikroalbuminy, wykonanych
na  ACCENT MC240 (y) i na BS400 (x),
z uzyciem 68 probek ptynu mozgowo-rdzeniowego, dato nastgpujace
wyniki:

y=0,9586 x + 3,7441 mg/l;

R =1,000 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z obowigzujgcymi przepisami.
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Cat. No 7-244 (EN)

INTENDED USE

Diagnostic kit for determination of albumin concentration
in urine and cerebrospinal fluid intended to use in automatic
analyzers: ACCENT-200, ACCENT-200 1I GEN,
ACCENT-220S, ACCENT MC240, ACCENT M320, ACCENT
400 and ACCENT Neo200.

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

Albumin is a protein that is formed within the liver and it makes
up approximately 60% of the serum protein. Normally only small
amounts of albumin are filtered through the renal glomeruli, and
that small quantity can be reabsorbed by the renal tubules. In that
case there is a low albumin concentration in the urine. When renal
disorders appear, level of urine albumin increase but remains still
undetectable by routine screening tests (microalbuminuria).
The appearance of low but abnormal levels (30-300 mg/24h)
of albumin in the urine is an early clinical evidence of nephropathy
(mostly diabetic) and cardiovascular disorders.

To avoid the necessity of 24-hour urine collection it is common
in clinical practice to measure albumin and creatinine
simultaneously and give the result as a albumin/creatinine ratio.

METHOD PRINCIPLE
Immunoturbidimetric method. Albumin in the sample forms
with anti-albumin antibodies in the reagent an insoluble complex.
The turbidity caused by the complexes is measured
spectrophotometrically at 340 nm and is proportional to the amount
of albumin in the sample.

REAGENTS

Package

1-Reagent 2x12ml
2-Reagent 2x32ml

The reagents, stored at 2-8°C are stable up to expiry date printed
on the package. The reagents stored on board
of the analyzer at 2-10°C are stable for 11 weeks (ACCENT-200)
or 12 weeks (ACCENT M320, ACCENT S120).

Concentrations in the test

1-Reagent
Tris buffer (pH 7.6) 18.2 mmol/l
sodium chloride 123.2 mmol/l
PEG <4%
2-Reagent

sodium chloride 154 mmol/l
anti-human albumin antibodies

preservatives

‘Warnings and notes

= Protect from direct sunlight and avoid contamination.
= Do not freeze the reagents.

= Do not use after expiry date.

ACCENT-200 MICROALBUMIN (II GENERACIJA /Il GENERATION / II IIOKOJIEHUE)

= Do not interchange caps.

= Reagents with different lot numbers  should
not be interchanged or mixed.

=  Before use mix reagent by gently inverting each bottle.

= Please refer to the MSDS for detailed information concerning
safe storage and use of the product

SPECIMEN

Urine. Urine used for analysis may come from the first morning
sample, random sample or timed collection sample (3).

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 room temperature, 14 days
at the 8°C 7.

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

Cerebrospinal fluid. CSF should be centrifuged before analysis.
If the total protein in CSF is greater than 2000 mg/l, the CSF
sample needs to be diluted 1:9 and the result multiplied by 10.

It is recommended to follow NCCLS procedures regarding
specimen collecting and handling.

Samples should be stored at 2-4°C and analyzed within 2 hours
after collection.

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

PROCEDURE

1-Reagent and 2-Reagent are ready to use.

0.9% NaCl is recommended as a reagent blank.

For analyzers: ACCENT-200, ACCENT-200 1II GEN
and ACCENT-220S it is recommended to determine the reagent
blank during each calibration. Deionized water should be used
as reagent blank. When performing calibration, the task type
Calib+Rgt.BIk should be selected.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, there is a probability
of cross-contamination affecting the tests results: AMYLASE -
MICROALBUMIN, ALBUMIN - MICROALBUMIN, ALP -
MICROALBUMIN, BIL TOTAL MALLOY-EVELYN -
MICROALBUMIN, CHOLINESTERASE - MICROALBUMIN,
LDL DIRECT - MICROALBUMIN, CREATININE -
MICROALBUMIN, GGT - MICROALBUMIN, LDH -
MICROALBUMIN, dTIBC - MICROALBUMIN, TOTAL
PROTEIN - MICROALBUMIN, TG - MICROALBUMIN.
To avoid this effect follow the recommendations contained
in the instruction 51_03_24 001_ACCENT-200_CARRYOVER.

Calculation

For the calculation of albumin 24 hours quantity, multiply
the concentration (mg/l) with the volume (1) of the 24 hours urines.
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REFERENCE VALUES ?
urine mg/24h pg/min cr;:iﬁne
normal <30 <20 <30
microalbuminuria 30-300 | 20—-200 30300
clinical albuminuria ~300 ~200 ~300
(overt nephropathy)
cerebrospinal fluid, 177 - 251 mg/l
lumbar

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
the CORMAY MICROALBUMIN CONTROL (Cat. No 4-461)
with each batch of samples.

For the calibration of automatic analyzers the CORMAY
MICROALBUMIN  CALIBRATOR (Cat. No  5-193)
is recommended. 0.9% NaCl should be used as a calibrator 0.

The calibration curve should be prepared every 4 weeks
(ACCENT-200), 6 weeks (ACCENT S120) or 7 weeks
(ACCENT M320), 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
analyzers: ACCENT-200 and ACCENT MC240. Results may vary
if a different instrument or a manual procedure is used.

= Sensitivity : 3.8 mg/l - ACCENT-200
= LOQ:2 mg/l - ACCENT MC240
= Linearity: up to concentration of highest calibrator

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 2.5 g/dl, ascorbate up to 200 mg/dl, creatinine
up to 6 g/l, uric acid up to 100 mg/dl, glucose up to 35 g/l, urea
up to 50 g/l, bilirubin conjugated up to 60 mg/dl, calcium ion
up to 130 mg/dl, magnesium ion up to 1.8 g/l, do not interfere
with the test.

= Precision

Repeatability Mean SD cv

(run to run) [mg/l] | [mg/l] [%]
ACCENT-200 level 1 19.06 0.54 2.84
n=10 level 2 77.72 0.87 1.12
ACCENT MC240 level 1 21,46 0,36 1,67
n=20 level 2 58,86 0,87 1,48
Reproducibility Mean SD cv

(day to day) [mg/l] | [mg/] [%)]
ACCENT-200 level 1 68.02 1.87 2.74
n=20 level 2 74.82 0.98 1.31
ACCENT MC240 level 1 28.2 1.38 4.9
n=80 level 2 67.3 1.46 22

ACCENT-200 MICROALBUMIN (II GENERACIJA /I GENERATION / I IIOKOJIEHUE)

=  Method comparison

A comparison between microalbumin values determined
at ACCENT-200 (y) and at COBAS INTEGRA 400 (x) using
50 samples of urine gave following results:

y =0.9868 x — 3.5633 mg/l;

R=0.998 (R — correlation coefficient)

A comparison between CORMAY reagent (y) and another
commercially available assay (x) using 29 samples
of cerebrospinal fluid, at analyzers ACCENT-200 and BS-400
gave following results:

y =0.9785 x + 8.4498 mg/dl;

R=0.998 (R — correlation coefficient)

A comparison between microalbumin values determined
at ACCENT MC240 (y) and at BS- 400 (x) using 67 samples
of urine gave following results:

y=0.955 x + 5.8166 mg/l;

R =1.000 (R — correlation coefficient)

A comparison between microalbumin values determined
at ACCENT MC240 (y) and at BS-400 (x) using 67 samples
of cerebrospinal fluid, gave following results:

y=0.955x + 5.8166 mg/l;

R=1.000 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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ACCENT-200 MICROALBUMIN

Kar.Ne  7-244 (RUS)

NPEAINOJATAEMOE UCIIOJIb30BAHUE

Jlnarnoctnvecknit  Habop I ONpEAENCHAs  KOHICHTPALHMH
ansOyMHHa B MOYE W CIMHHOMO3IOBOM JKHIKOCTH, MpeXHAa3HAYCH
JUIL  WCIONB30BAHHS ~ HAa  ABTOMATHYECKHX  OMOXHMHIYECKUX
aHAIN3aTOPaxX: ACCENT-200, ACCENT-200 11 GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, ACCENT 400 u ACCENT Neo200.

PeareHTsI TODKHBI HCIOIB30BAThCS TOIBKO ISl AUATHOCTHKY in Vitro,
KBATHGUIUPOBAHHBIM ~ JTAOOPATOPHBIM ~ MEPCOHAIOM, B  LEISX,
JUIA  KOTOPBIX ~OHM  IPEJHA3HAYECHBI, B  COOTBETCTBYIOIIMX
11a00pPaTOPHBIX YCIIOBUSIX.

BBEJIEHUE

AHBéyMHH CHHTE3UPYETCS B TICYCHU W COCTaABJIACT OKOJIO
60% ceBopoTouHEIX OenkoB. B Hopme ToueuHBle KIyOOUKH
MPOITYCKAIOT MaJIOE KONHYECTBO allb0yMHHA, KOTOPOE pecopOupyercs
B MOYCYHBIX KaHaIbIaxX. B stom ClIy4a€ B MOY€ MOXKET COACPIKAThCSI
HEOOIBIIOE KOJUYECTBO 3J'II>6yMHHaA KOF}IH TIOABIIAIOTCS TTOYCYHBIC
HapyLIeHUs, TIOBBIIICHHBIN YpOBEHb anpOyMuHa
(MHKpOANbOYMUHYPHS) MOMKET HE ONPENETAThCA CTAHAAPTHBIMH
CKUHHUHT-TeCTaMu. [lOsIBJIEHHE HHU3KHX IMATOJOTHYECKUX 3HAYCHHI
anbOymuHa B Moue (30 — 300 Mr/244) siBiisieTcsi pAHHUM KITHHHYECKUM
CBHJIETENLCTBOM HedpomaTHu (IIaBHBIM 00pa3’oM JHaOETHYECKOM)
U CEepJICYHOCOCYTUCTIX HapyleHuH. YToObl n36eKaTh NOTPEOHOCTH
B cOOpe CyTOYHOH MOYM, B KIMHHYECKOW IPAKTUKE IPHHSATO
ONHOBPEMEHHO H3MEPATH YPOBEHb KpE€aTHHHHA H aﬂbsyMHHa,
W ONPEAEIIATh OTHOLLIEHUE aJ'IL6yMV[H/eraT“HHH.

MPUHIUITI METOJA

TypOumumeTpuyecknii  MMMYHOJOTHYECKHH MeTOA. ANbOyMHH
B ofbpasme QopmupyeT co  creUM(QHYHBIMM  AHTHTETAMH
HEPaCTBOPUMBIH KOMILIEKC. ATTIIOTHHALMSA BBI3BIBACT M3MCHCHHE
abcopbuuu, KOTOpOe TPOTOPIHOHATBEHO COJIEPIKAHUIO
MHKPOaIb0yMHHA B IPOGE, K MOKET GbITh H3MEPEHO Ha JUTMHE BOJIHbI
340 am.

PEATEHTBI

Cocras Habopa

1-Reagent 2x 12 M1
2-Reagent 2x3,2mn

IIpn Temmepartype 2-8°C peareHTBI COXPaHAIOT CTaOMIBHOCTBH
B TEYEHHE BCEro CPOKa TOJHOCTH, YKA3aHHOTO HA YIAKOBKE.
Pearentsl Ha OoOpTy aHammsaTtopa mnpu Temmeparype 2-10°C
crabunbhbl 11 Henenb (ACCENT-200) mnu 12 wenens (ACCENT
M320, ACCENT S120).

KoHueHTpannu KOMIIOHEHTOB B peareHTax

1-Reagent

Tpuc 6ydep (pH 7,6) 18,2 Mmons/1
XJIOpUJL HATPUs 123,2 mmous/1t
PEG <4%
2-Reagent

XJIOPH HATPHS

aHTHTeNa K aTb0YMUHY YeloBeKa
KOHCEPBAHTbI

154 Mmmonb/n

Hpenynpesxaennsi ¥ NpUMeYaHus

L] 3amumars ot jTy4eii cBeta U H30erath 3arps3HeHus!
= He ucronb30BaTh MOCIIE HCTCUCHHS CPOKA TOXHOCTH.
=  He 3amopaxuBath.

ACCENT-200 MICROALBUMIN (II GENERACIJA /Il GENERATION / II IIOKOJIEHUE)

= He MeHATP MeCTaMM KPBIIKH  (IAKOHOB  PEarcHTOB.
He B3anMo3aMeHATh M He CMEIIMBATH PEAreHTHl U3 Pa3HBIX
JIOTOB.

= Ilepen wMCrONB30BAaHMEM pEAreHTHl HEOOXOIMMO aKKypaTHO
B300NITaTh IEPEBOPAUMBAHIEM OYTHIIOK.

=  BHHMaTenbHO IMPOUYMTANTE MacrmopT 6€30MacHOCTH XUMHYECKOH
npoxykuun  (MSDS),  KOTOpBIf  COAEPXKHT  MOAPOOHYIO
uHbOpMALIMIO O  TpaBuIaX ~ 0E30aCHOTO  XPaHEeHHs
1 HCIIOJIB30BAHIS TOBapa.

BAOJOTAYECKHUA MATEPUAJI

Moua. Moua, ucronb3yemas Ul aHAIW3a, MOXKET ObITh B3sTA
U3 [EPBO YTPEHHEH BBIOOPKH, Cily4ailHON BBIOOPKU MM BPEMEHHOM
BbIOOpKH [3].

OGpasipl ¢ BHAMMOI MYTHOCTBIO ClIe[lyeT LEeHTpH(YrupoBaTh
JI0 BBITIOJIHEHUs aHAJIN3a, HHAYE 0OPA3Ibl MOTYT JaTh ITOBBIIICHHBIS
Ppe3yIbTaThL

OGpa3isl MOYM CTAaOMIBHBI B TedeHHe 2 jHell Npu KOMHATHOM
Temmnepatype u 14 aueit npu 8°C [7].

Tem He MeHee, PEKOMEHIYeTCS MPOM3BOAUTH HCCICHOBAHUS
Ha CBEXEB3ITOM OMOJIIOrHUecKOM Martepuaie!

CHHHHOMO3roBast KHAKOCTh. CIIMHHOMO3IOBYIO )KHIKOCTb CIELYeT
HeHTpuyrupoBaTh nepex axammsoMm. Ecmu comepxkanme obmiero
Genxa B CITMHHOMO3IOBOj JKUIKOCTH HPEBOCXOIHT
2000 wmr/m, obpaser; ciexyeT pasBecTH B mporopuuu  1:9,
a pe3yJbTaT yMHOXKUTH Ha 10.

Ilpu otGope u oOpaboTke TNPOO PEKOMEHAYETCs ClIEI0BaTh
pekoMeHjanmsM  MHCTHTYTa  KIMHHY4ECKMX M JIaGOPAaTOPHBIX
crangaproB NCCLS.

OO6pa31bl MOTYT XpaHUTBCS IpH TeMnepatype 2-4°C B TeueHHe IBYX
9acoB II0CJIC B3STHS IIPOOEL.

Tem He MeHee PEKOMEHAYETCS MPOM3BOMUTH HCCIEIOBAHUS
Ha CBEXKEB3ITOM OHOJIOTIIECKOM MaTtepuaie!

MPOLEIYPA ONIPEJEJIEHUSA

1-Reagent n 2-Reagent roToBBI K HCMOIB30BaHUIO.

B kauectBe  OnaHK-peareHTa  PEKOMEHIYETCs  MCIIOIB30BaTh
0,9% NaCl.

Jns  anamuzatopoB  ACCENT-200, ACCENT-200 II GEN
u ACCENT-220S pekoMeHIyeTcsi ONpeeNsiTh OJaHK peareHTa
npu Kaxkaoi kammbposke. B kauecTBe OmaHka peareHTa cieayer
UCIIONB30BaTh  JCHOHM3HPOBAaHHYI0 BoAay. Ilpm  BeImonHEeHHH
KanmuOpoBKH ciemyeT BeIOpaTh THH 3an1aun Calib + Rgt.Blk.

Heo0xoaumple aeficTBus:

Ilpu BbImOnHeHMH aHaIM30B Ha ananmuszaropax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, BO3MOXHO HCKaKCHHE
pe3y/IbTaTOB AHANM30B, BHI3BAHHOE HEPEKPECTHBIM 3arpsi3HEHHEM
mesxay pearentamu AMYLASE - MICROALBUMIN, ALBUMIN -
MICROALBUMIN, ALP - MICROALBUMIN, BIL TOTAL
MALLOY-EVELYN - MICROALBUMIN, CHOLINESTERASE -
MICROALBUMIN, LDL DIRECT - MICROALBUMIN,
CREATININE - MICROALBUMIN, GGT - MICROALBUMIN,
LDH -MICROALBUMIN, dTIBC - MICROALBUMIN, TOTAL
PROTEIN - MICROALBUMIN, TG - MICROALBUMIN. YtoGs!
n3bexarh 3TOrO s dekra, crnenyiite PEKOMEHAALHAM,
comepxkammmMcss B mHCTpyknmu  51_03_24 001 _ACCENT-200_
CARRYOVER.

Pacuér pesyabTaTon
Hﬂﬂ BBIYMCJIICHUSA CYTOYHOTO COACpPKaHUA aJ'lbﬁyMI/IHa HCOGXO,ELHMO

YMHOXHUTb KOHIIEHTPALHIO (MI/II) Ha CyTOYHBIH 00beM (J1) MOYH.
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Moua Mr/244 MKI/MHH M/
KpeaTHHHHA

HOpMa <30 <20 <30

MHKPOAIbOYMUHYPHS 30 -300 20-200 30-300

KITHHAYECKAs

anLGymuHypUA > 300 > 200 >300

(BBIpaXKeHHAs

Hedponars)

CIIMHHOMO3r0Bast

KHAKOCTH 177-251 mr/n

(MOSICHUYHBIH OT/eN)

Kaxnoit 1abopaTopun pPEKOMEHJYeTCsl yCTaHOBUTh COOCTBEHHBIC
HOPMBI, XapaKTepHbIE 115 00CIIeyeMOro KOHTHHI€HTA.

KOHTPOJIb KAYUECTBA

JUiist BHYTPEHHETO KOHTPOJIS Ka4eCcTBa PEKOMEH/YETCsl HCIIONIb30BaTh
CORMAY MICROALBUMIN CONTROL (Kar.Ne 4-461)
JUISL KQK0H CepuH H3MEPEeHHUH.

Jinst kanuOpOBKH ABTOMATHYECKHX AHAIM3aTOPOB PEKOMEHIYETCS
ucnoms3oBate CORMAY MICROALBUMIN CALIBRATOR
(Kar. Ne 5-193). B kauectBe O-kanubpaTopa pPeKOMEHIYETCs
ucrnonb3osatb 0,9% NaCl.

KannGpoBouHyro KpHBYIO CleyeT COCTaBIATh Kaxible 4 Helelb
(ACCENT-200), 6 senens (ACCENT S120) unu 7 nenens (ACCENT
M320), npu KaxmoH CMeHe JIoTa peareHTa MM B Cilydae
HEOOXOAMMOCTH, HAmp. €CM pPe3ylbTarbl KOHTPOJs KadecTBa HE
MONajaroT B pe)epeHTHBIH ANana3oH.

XAPAKTEPUCTHUKH ONPEJIEJIEHUSA

OTH  METPONOTHYECKHE  XApaKTePUCTHKM  OBUIM  MOJTydYeHbI
TIPH MCTIONIb30BaHUH aBTOMaTH4ecknX aHamuzatopoB: ACCENT-200
u ACCENT MC240. Pesynbrarhl, NONYYCHHBIE HAa JPYrHX
AHANIM3aTOPAX M BPYUHYIO, MOTYT OT/IHYAThCA.

=  YypcrBureabHocTh: 3,8 mr/in — ACCENT-200
= LOQ: 2 mr/n— ACCENT MC240

= JluHeiiHOCTB:
Jlo KOHIIEHTPAIMHK CaMOTO BEICOKOTO YPOBHs KaluOparopa.

Jlns1 Gonee BHICOKMX KOHIGHTPALUH anb0yMiHa 00paser HeoOX0auMOo
passectr 0,9% NaCl u moBTopuTh H3MepeHue. Pe3yn1bTaT yMHOKUTE
Ha (HaKTOp pa3BeJCHHS.

= C duunocTs / UnTepdepenunn

Temornobun mo 2,5 r/mm, ackopbar no 200 wmr/i, KpeaTHHUH
n0 6 r/m, MoueBas kuciora a0 100 mr/mi, rmokosza ao 35 r/i,
MouyeBHHa 10 50 I/11, npsiMoii GHIHPYOUH 10 60 MI/IUL, HOHBI KaNbLMs
110 130 Mr/1, moHbI MarHust 10 1,8 /11, He OKa3bIBAIOT CYILIECTBEHHOTO

BJIMAHUSA HA PE3yJIbTaThl ONPEIeCHUM.

= TouHocTh

IoBTOpsieMOCTH Cpennee SD CvV

(MeXIy CepusIMH) [mr/n] [mr/n] | [%]
ACCENT-200 ypoBeHs 1 19,06 0,54 | 2,84
n=10 ypoBeH»b 2 77,72 0,87 1,12
ACCENT MC240 ypoBeHs | 21,46 0,36 1,67
n=20 YpOBEHB 2 58,86 0,87 1,48
Bocnpoussoaumocts Cpennee SD CV

(130 JHS B JICHB) [mr/n] [mr/a] | [%]
ACCENT-200 ypoBeHs 1 68,02 1.87 | 2,74
n=20 ypoOBeH»b 2 74,82 0,98 1,31
ACCENT MC240 poziom 1 28,2 1,38 49
n=80 poziom 2 67,3 1,46 2,2

ACCENT-200 MICROALBUMIN (I GENERACIJA /I GENERATION / I IIOKOJIEHUE)

= CpaBHeHHne MeToJa

CpaBHeHHe pe3ynbTaToB onpeieneHus Miukpoans0ymMuHa
Ha ACCENT-200 (y) u na COBAS INTEGRA 400 (x)
¢ ucronp3oBanueM 50 06pasoB MOYH /IO CIEAYIOIINE PE3yIbTaThI:
y=10,9868 x — 3,5633 mr/mr;

R=10,998 (R — ko3 unHEHT KOppemnsmim)

CpasHenune mexy peareatrom CORMAY (y) n ApyrumM KOMMepYecKH
JIOCTYIHBIM TECTOM (X) C HCHOIb30BaHUEM 29 MPoO CTMHHOMO3TOBOH
skuakoctd Ha aHanu3atopoB ACCENT-200 u BS-400, nano
CIIC/YIOIINE PEe3yIbTATHL:

y=0,9785 x + 8,4498 mr/mw;

R=10,998 (R — k03 DHUIHEHT KOPPEIALII)

CpaBHeHHE  pe3yibTaToB  ompejeneHus — MuKpoansOyMHHA
Ha ACCENT MC240 (y) u Ha BS-400 (x) ¢ ucroib30BaHHEM
67 06pa3ioB MOUH JaJI0 CIIEYIONINE Pe3yIbTaThl:

y=10,955x + 5,8166 mr/m;

R =1,000 (R — k0> HuIHEHT KOppemnmim)

CpaBHeHHe pe3yIbTaToB onpeieNeHus MuxpoansoymuHa
Ha ACCENT MC240 (y) u Ha BS-400 (x) c ucrnonp3oBaHHeM
68 00pa3sloB CIMHHOMO3rOBOW JKHIKOCTH [Han0 CICAYHOLINC
pe3ynpTaThl:

y=10,9586 x + 3,7441 mr/mr;

R =1,000 (R — k03 DHUIHEHT KOPPEIISALIN)

YTUJIU3AOUS OTXO40B
B cooTBeTCTBIH C JIOKATBHBIMA TPEOOBAHHAMH.
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PROGRAM NA ANALIZATORY / APPLICATION for / AJAITALUS pas:

e ACCENT-200, ACCENT-200 II GEN

Parameters

Test Name MALB
Test No 72

Full Name Microalbumin
Reference No | 72

Analy. Type | Endpoint
Pri. Wave. 340 nm
Secon. Wave.

Trend Ascending
Reac. Time 0 38
Incuba. Time |10

Unit mg/l
Precision 0.01

Calibration Rule

R1
R2
Sample Volume
R1 Blank
Mixed Reag. Blank
Concentration
Linearity Limit
Substrate Limit
Factor

D Prozone check

at [ Ja2 [Je3 [ Jad []

e ACCENT-220S

PC | |

Rule Spline
Sensitivity 1
Replicates 2

Interval (day) 49
Difference Limit 0

SD 0

Blank Response 0 50000
Error Limit 0
Coefficient 0

Parameters
200 Test MALB R1 200
40 No 72 R2 40
5 Full Name Microalbumin Sample Volume 5
Standard No | 72 R1 Blank
Reac. Type Endpoint Mixed Rtg. Blank
Pri. Wave. 340 nm Linearity Range
Sec. Wave. 405 nm Linearity Limit
Direction Increase Substrate Limit
Reac. Time 0 [22 Factor
Incuba. Time |11 D Prozone check
Unit mg/l
Precision 0.1 ql I:l q2 I:I q3 I:l q4 I:l
Abs | | PC | | Abs| |
Calibration Rule
Rule Spline
Sensitivity 1
Replicates 1
Interval (day) 49

Difference Limit

SD

Blank Response

[50000

Error Limit

olo|o|eo|e

Coefficient

ACCENT-200 MICROALBUMIN (II GENERACIJA /Il GENERATION / II IIOKOJIEHUE)
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e ACCENT S120

Chem IA’IALB ] No. [ 072 ] Sample Type
Chemistry [ MICROALBUMIN | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 340nm ] SecWave [ ]
Unit [ mg/I | Decimal
Incubation Time
Blank Time [-3 | [-1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 5.6 ] uL | | uL RI uL
Decreased | 5.6 ] uL [ 20 JuL | 180 | R2 ulL
Increased | | ul | | ulL \ | ulL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 8 | | 322 | Linearity Limit | |
Linearity Range (Decreased) [ ] [ | Substrate Depletion [ ]
Linearity Range (Increased) [ ] | Mixed Blank Abs 40000 ] [40000 ]
R1 Blank Abs [ 40000 ] [ 40000 | On-board Stability | Day(s)
Blank Response [___-40000 | [ 40000 | Reagent Alarm Limit [ |
Twin Chemistry | | |:] Enzyme Linear Extension
|:| Prozone Check
oo [T o2 [ vt 1L o3[ ] o4 | ] v [ JL[C 1
os 1 o6 [ v [J0LC1rcl | pc2 | | I Iy
I:' Sample Pretreatment I:' Control Pretreatment \:l Calibrator Pretreatment
[ ] Pretreat Sample Vol :| ul Pretreat Sample Vol :| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline ] I:l Bottle Changed
Factor I:| Replicates l:| Lot Changed
I:l Cal Time
ACCEPTANCE LIMITS
Cal Time I:l Hour
Slope Diff [ ] sp [ ]
Sensitivity :| Repeatability
Deter Coeff I:l

ACCENT-200 MICROALBUMIN (Il GENERACIJA /Il GENERATION / II IIOKOJIEHHUE)
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e ACCENT MC240

:I Sample Pretreatment

:l Control Pretreatment

Chem [MALB | No.[ 072 ] Sample Type [ URINE/CSF
Chemistry [ MICROALBUMIN | Print name [ MALB
Reaction Type [ Endpoint ] Reaction Direction
Pri Wave | 340nm ] Sec Wave :’
Unit [ mg/1 ] Decimal
Incubation Time
Blank Time [ -3 | [-1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 7.5 uL uL uL R1 uL
Decreased [ 75 | uL | 20 oL [ 180 ] uL R2 uL
Increased | | L | JuL | | uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) | 2 ‘ | 320 | Linearity Limit | ‘
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ | ] Mixed Blank Abs 35000 | [ 35000 ]
RI1Blank Abs [ 35000 |  [_35000 ] On-board Stability [ ] Day(s)
Blank Response | -35000 | [ 35000 ] Reagent Alarm Limit |:|
Twin Chemistry [ ] I:l Enzyme Linear Extension
l:l Prozone Check
oo [ o2 [ wvi CJLCJ o ] 04 | | v2 ] | ]
os 1 o6 [ v3 [J0[C ¢l ] pc2 | | I | 1

| Pretreat Sample Vol ‘:| uL

I:l Calibrator Pretreatment

Pretreat Sample Vol I:’ ulL

CALIBRATION SETTINGS AUTO CALIBRATION

Math model [ Spline ] |:| Bottle Changed

Factor I:[ Replicates I: Lot Changed
|:| Cal Time

ACCEPTANCE LIMITS

Cal Time I:| Hour

Slove Diff [ sp [

Sensitivity :’ Repeatability

Deter Coeff [ |

ACCENT-200 MICROALBUMIN (II GENERACIJA /Il GENERATION / II IIOKOJIEHUE)
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e ACCENT M320

Chem [ MALB ] No. | 072 | Sample Type
Chemistry [ MICROALBUMIN | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 340nm | Sec Wave I:l
Unit [ mg/l | Decimal
Incubation Time
Blank Time [ -3 | [1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard | 7.5 | wL | Jur [ | uL RI uL
Decreased | 75 | uL | 20 JuL [ 180 | uL R2 uL
Increased [ ] uL [ JuL | | uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) [ 9.5 | [ 358 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ ] ] Mixed Blank Abs 35000 | [ 35000 ]
R1 Blank Abs [___-35000 ] [ 35000 | On-board Stability | Day(s)
Blank Response | -35000 | [ 35000 | Reagent Alarm Limit [ ]
Twin Chemistry [ ] I:| Enzyvme Linear Extension
|:| Prozone Check
oo C—1 oo [ vt CJC o3l | o4 | ] v [ 101
os [ 1 o6 [—1 v3 [ 1rc| ] pc2 | | I
I:l Sample Pretreatment I:l Control Pretreatment :] Calibrator Pretreatment
[ | Pretreat Sample Vol I:’ ul Pretreat Sample Vol :| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline ] I:| Bottle Changed
Factor I:' Replicates \:' Lot Changed
l:l Cal Time
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slope Diff [ sp [ ]
Sensitivity :l Repeatability
Deter Coeff ]

Data wydania / Date of issue / lata cozganmsi: 05. 2022.
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