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ACCENT-200 ALBUMIN

Nrkat. 7-238 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stg¢zenia albuminy,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, BS-120, 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 gtéwnym biatkiem surowicy, lecz wystgpuje
tez w innych plynach ciala: mézgowo-rdzeniowym,
oplucnowym i otrzewnowym. Albumina reguluje ci$nienie
onkotyczne krwi, jest rezerwuarem aminokwaséw i waznym
biatkiem transportowym - wigze i utrzymuje w stanie
rozproszonym bilirubineg, hormony, witaminy, wapn i magnez,
kwasy tluszczowe i leki. Obnizona zawarto$¢ albuminy
we krwi moze by¢ spowodowana schorzeniami watroby
lub  nerek oraz  ztym  wchlanianiem  pokarmu
lub niedozywieniem.

ZASADA METODY

Albumina tworzy z zielenia bromokrezolowa (BCG),
w $rodowisku kwasnym, barwny kompleks. Intensywno$¢
zabarwienia powstatego kompleksu mierzona przy di. fali
630 nm jest proporcjonalna do stgzenia albuminy badanej
w probie.

ODCZYNNIKI

Sklad zestawu

1-REAGENT 1x34ml
Tlo$¢ testow:

ACCENT-200 100
ACCENT-200 II GEN 120
ACCENT-220S 100
ACCENT S120 150
ACCENT MC240 160
ACCENT M320 160
BS-120 100

Odczynnik przechowywany w temp. 2-8°C zachowuje trwato§¢
do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na poktadzie aparatu 2-10°C sa stabilne przez:
9 tygodni (ACCENT-200 II GEN) lub 12 tygodni (ACCENT
MC240, ACCENT S120).

Stezenia sktadnikéw w odczynniku

bufor bursztynianowy <108 mmol/l
zielen bromokrezolowa (BCG) <0,35 mmol/l
wodorotlenek sodu <60 mmol/l
detergent

konserwant

ACCENT-200 ALBUMIN

OSTRZEZENIA 1 UWAGI
=  Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!
= Nie zamraza¢ odczynnika!
= Nalezy zapozna¢ si¢ z Karta Charakterystyki (MSDS),
ktéra zawiera szczegétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.
= 1-REAGENT spemia kryteria klasyfikacji zgodnie
z rozporzadzeniem (WE) nr 1272/2008.
Uwaga
H319 Dziata drazniaco na oczy.
P280 Stosowa¢ rgkawice ochronne, odziez
ochronng, ochrong oczu lub ochrong twarzy.
P305+P351+P338 W PRZYPADKU DOSTANIA
SIE DO OCZU: Ostroznie ptuka¢ woda przez kilka minut.
Wyja¢ soczewki kontaktowe, jezeli sa i mozna je fatwo usunac.
Nadal ptuka¢.

MATERIAL BIOLOGICZNY

Surowica bez $ladéw hemolizy.

Czerwone krwinki nalezy jak najszybciej oddzieli¢
od surowicy.

Surowica moze by¢ przechowywana przez 3 dni w temp. 2-8°C
lub 6 miesiecy w -20°C.2

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

WYKONANIE OZNACZENIA

1-REAGENT jest gotowy do uzycia.

Do  wykonania  préby  zerowej nalezy  uzywaé
wody dejonizowanej

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
oraz BS-120, moze wystapi¢, wptywajacy na wyniki oznaczen,
efekt przeniesienia pomig¢dzy odczynnikami: ALBUMIN -
UA, ALBUMIN - UA PLUS, ALBUMIN-MICROALBUMIN.
W celu uniknigcia tego efektu nalezy zastosowac si¢ do zalecen
zawartych w instrukcji:  51_03_24_001_ACCENT-200_
CARRYOVER.

WARTOSCI PRAWIDEOWE ’

surowica g/dl g/l
dzieci 3-5lat| 3,9-50 39-50
6-—15lat | 4,1-5,1 41-51
kobiety 16 -541at | 3,9-50 39-50
mezczyzni 16-291at | 4,6-53 46-53
30-541at | 44-5,1 44 -51
kobiety i mezczyzni 55— 791at | 4,2-5,0 42-50

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

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dotacza¢ surowice kontrolne: CORMAY SERUM HN
(Nr kat. 5-172) i CORMAY SERUM HP (Nr kat. 5-173).
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Do kalibracji analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, BS-120, nalezy
stosowa¢ CORMAY MULTICALIBRATOR LEVEL 1
(Nr kat. 5-174; 5-176) i LEVEL 2 (Nr kat. 5-175; 5-177).
Do kalibracji analizatoréw automatycznych: ACCENT S120,
ACCENT MC240, ACCENT M320, nalezy stosowaé
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;
5-176) i LEVEL 2 (Nr kat. 5-175; 5-177). Jako kalibratora
0 nalezy uzywa¢ wody dejonizowane;j.

Krzywa kalibracyjna powinna by¢ sporzadzana co 8 tygodni
(ACCENT-200 IT GEN) lub co 12 tygodni (ACCENT MC240,
ACCENT S120), przy kazdej zmianie serii odczynnika
lub w razie potrzeby np. jesli wartoéci oznaczenia surowic
kontrolnych nie mieszcza si¢ w wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatoréw
automatycznych: ACCENT-200 i/lub ACCENT-200 II GEN
i ACCENT MC240. W przypadku przeprowadzenia oznaczenia
na innym analizatorze lub manualnie otrzymane wyniki moga
r6zni¢ si¢ od podanych.

= Czulos$é¢
1,14 g/d1 (11,4 g/) - ACCENT-200
0,70 g/d1 (7 g/l) - ACCENT MC240

= Liniowosé
do 6,5 g/dl (65 g/l) - ACCENT-200
do 6,1 g/dl (61 g/l) - ACCENT MC240

Dla  wyzszych stgzen prébke nalezy  rozcienczy¢
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspétczynnik rozciefczenia.

=  Specyficzno$¢ / Interferencje

Hemoglobina do 2,5 g/dl, kwas askorbinowy do 62 mg/l,
bilirubina do 20 mg/dl i triglicerydy do 1200 mg/dl nie
wplywaja na wyniki oznaczenia.

= Precyzja

Powtarzalnos§¢ Srednia SD Ccv

(run to run) [g/dl] [g/d]] | [%]
ACCENT-200 II GEN | poziom 1 2,80 0,02 | 0,85
n=20 poziom 2 4,40 0,03 | 0,57
ACCENT MC240 poziom 1 2,88 0,02 | 0,67
n=20 poziom 2 4,03 0,03 | 0,70
Odtwarzalno$é Srednia SD Ccv

(day to day) [g/dl] [g/d]] | [%]
ACCENT-200 II GEN | poziom 1 2,82 0,05 | 1,87
n=80 poziom 2 4,39 0,07 | 1,60
ACCENT MC240 poziom 1 4,2 0,09 | 2,2
n=80 poziom 2 3,0 0,07 | 24

=  Poréwnanie metody

Poréwnanie wynikéw oznaczen albuminy wykonanych
na ACCENT-200 (y) i na ADVIA 1650 (x), z uzyciem
21 prébek, dato nastgpujace wyniki:

y =0,9908 x + 0,1259 g/dl;

R =0,998 (R — wspétczynnik korelacji)

Poréwnanie wynikéw oznaczen albuminy wykonanych
na ACCENT MC240 (y) i na ADVIA 1800 (x), z uzyciem
68 préobek surowicy, dato nastgpujace wyniki:

y =0,9294 x + 0,2903 g/dl;

R =0,989 (R — wspétczynnik korelacji)

ACCENT-200 ALBUMIN
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UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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ACCENT-200 ALBUMIN

Cat. No 7-238 (EN)

INTENDED USE

Diagnostic kit for determination of albumin concentration
intended to use in automatic analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, 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 the major serum protein, but is present also in other
body fluids: cerebrospinal, pleural and peritoneal. Albumin
regulates blood oncotic pressure and serves as amino acids
reservoir. Beyond of these functions albumin is very important
transport protein — binds and keeps dispersed bilirubin,
hormones, vitamins, calcium, magnesium, fatty acids
and medicines. Decreased albumin blood level is caused
usually by liver or kidney disease, malabsorption
or malnutrition.

METHOD PRINCIPLE

Bromocresol green (BCG) forms with albumin, in succinate
buffer (acid medium), a coloured complex. The colour intensity
of the formed complex measured at 630 nm is proportional
to albumin concentration in the sample.

REAGENTS
Package
1-REAGENT 1 x 34 ml

The reagent, stored at 2-8°C is stable up to the kit expiry date
printed on the package. The reagent stored on board
of the analyser at 2-10°C is stable for 9 weeks (ACCENT-200
II GEN) or 12 weeks (ACCENT MC240, ACCENT S120).

Concentrations in the test

succinate buffer <108 mmol/l
bromocresol green (BCG) <0.35 mmol/l
sodium hydroxide < 60 mmol/l
detergent

preservative

WARNINGS AND NOTES

= Protect from direct sunlight and avoid contamination!
= Do not freeze the reagent.
= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.
= 1-REAGENT meets the criteria for classification
in accordance with Regulation (EC) No 1272/2008.
Warning
H319 Causes serious eye irritation.
P280 Wear protective gloves, protective clothing,
eye protection or face protection.
P305+P351+P338 IF IN EYES: Rinse cautiously
with water for several minutes. Remove contact lenses,
if present and easy to do. Continue rinsing.

ACCENT-200 ALBUMIN

SPECIMEN

Serum free from hemolysis.

Serum should be separated from red blood cells as soon
as possible after blood collection.

Serum can be stored up to 3 days at 2-8°C or 6 months at -20°C.2
Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1-REAGENT is ready to use.

Deionised water is recommended as a reagent blank.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 I GEN, ACCENT-220S and BS-120, there is
a probability of cross-contamination affecting the tests results:
ALBUMIN - UA, ALBUMIN - UA PLUS, ALBUMIN-
MICROALBUMIN. To avoid this effect follow
the recommendations contained in the instruction
51_03_24_001_ACCENT-200_CARRYOVER.

REFERENCE VALUES’
serum g/dl g/l
children 3-5years | 3.9-5.0 39-50

6—15years | 4.1-5.1 41-51

females 16 - 54 years | 3.9-5.0 39-50
males 16 -29 years | 4.6-5.3 46-53
3054 years | 44-5.1 44 -51

females and males 55— 79 years | 4.2-5.0 42-50

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 SERUM HN (Cat. No 5-172) and CORMAY
SERUM HP (Cat. No 5-173) with each batch of samples.
For the calibration of automatic analysers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, BS-120, systems
the CORMAY MULTICALIBRATOR LEVEL 1 (Cat. No
5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177) are
recommended.

For the calibration of automatic analysers: ACCENT S120,
ACCENT MC240, ACCENT M320 systems the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)
and LEVEL 2 (Cat. No 5-175; 5-177) are recommended.
Deionized water is recommended as a calibrator 0.

The calibration curve should be prepared every 8 weeks
(ACCENT-200 II GEN) or every 12 weeks (ACCENT MC240,
ACCENT S120), 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
analysers: ACCENT-200 and/or ACCENT-200 II GEN
and ACCENT MC240. Results may vary if a different
instrument or a manual procedure is used.
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= Sensitivity
1.14 g/d1 (11.4 g/1) - ACCENT-200
0.70 g/d1 (7 g/l) - ACCENT MC240

= Linearity
up to 6.5 g/dl (65 g/l) - ACCENT-200
up to 6.1 g/dl (61 g/I) - ACCENT MC240

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

= Specificity / Interferences

Haemoglobin up to 2.5 g/dl, ascorbate up to 62 mg/l, bilirubin
up to 20 mg/dl and triglycerides up to 1200 mg/dl
do not interfere with the test.

= Precision

Repeatability Mean | SD (6)%

(run to run) [g/d]] | [g/d]] | [%]
ACCENT-200 Il GEN | level 1 2.80 | 0.02 | 0.85
n=20 level 2 440 | 0.03 | 0.57
ACCENT MC240 level 1 2.88 | 0.02 | 0.67
n=20 level 2 4.03 | 0.03 | 0.70
Reproducibility Mean | SD Ccv

(day to day) [g/d]] | [g/d]] [%]
ACCENT-200 Il GEN | level 1 2.82 | 0.05 | 1.87
n=80 level 2 4.39 | 0.07 | 1.60
ACCENT MC240 level 1 42 0.09 22
n=80 level 2 3.0 0.07 2.4

=  Method comparison

A comparison between albumin values determined
at ACCENT-200 (y) and at ADVIA 1650 (x) using 21 samples
gave following results:

y =0.9908 x + 0.1259 g/dl;

R =0.998 (R — correlation coefficient)

A comparison between albumin values determined
at ACCENT MC240 (y) and at ADVIA 1800 (x) using
68 serum samples gave following results:

y =0.9294 x + 0.2903 g/dl;

R =0.989 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 ALBUMIN

51_03_03_003_06
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ACCENT-200 ALBUMIN

Kar.Ne 7-238 (RUS)

NPEAIIOJATAEMOE UCITIOJIb30OBAHUE
JlnarHoCTHYECKUid HAboOp JUIs ONPEIENICHHS] KOHIECHTPALUH
anpOyMuHa, pe/iHa3HaYeH Jutst HCIIOJIB30BAHHS
HA  ABTOMATHYECKHX  OMOXMMUYECKHX  AHAIM3ATOpax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT M(C240, ACCENT M320, BS 120,
ACCENT 400 u ACCENT Neo0200.

PeareHTbI JTODKHBI UCIIOTB30BaThCS TOJIBKO JUIS IUArHOCTHKH
in vitro, KBaTM(HUIMPOBAHHBIM JIAGOPATOPHBIM TIEPCOHAIIOM,
B UeMSX, U8 KOTOPBIX  OHH  [peJHAa3HAYEHBI,
B COOTBETCTBYIOIIHMX JIA0OPATOPHBIX YCIIOBHSIX.

BBEJIEHUE

ANBOYMHH SBISETCS TJABHBIM OCIKOM CBIBOPOTKH KPOBH,
OJIHAaKO IIPHCYTCTBYET TAaKXKe B CIIMHHOMO3TOBOH M CEPO3HBIX
JKMAKOCTSIX: Hamp. IUICBPAIBHON W OprOIIHOW. AJbOyMHH
peryaupyeT OCMOTHYECKOe MJaBI€HUE KPOBH, SBIISETCS
pe3epByapoM aMHHOKHCIIOT ¥ Ba)KHBIM TPAHCTIOPTHBIM OEJIKOM
— CBs3bIBaCT M yjaepkuBaeT B AUGQY3HOM COCTOSHUH
OuIMpyOUH, TOPMOHBI, BUTAMUHBI, KaJbIIUH, MarHAMH, )KUPHBIC
KHCIOTBI M JIGKAPCTBEHHBIE  cpeicTBa.  IIOHMKEHHOE
cojepkaHue anbOyMHHAa B KPOBH MOXET OBITH BBI3BAHO
3a00/ICBaHUAME IIEUCHH M II0YEK, a TaKKe HapyIICHHEM
BcachIBaHUs (ManbabcopOumeit) Mmoo HeoeTaHHeM.

NPUHLUI METOJA

AnpOymuH 00pasyer ¢ OpomkpesonoBsiM 3eneHbIM (BCG)
B CyKuuMHartHoM Oydepe (B KHCIOH cpese) OKpaIlCHHBII
KoMIuleke.  AGcopbuust — 00pa3oBaBHIErocs — KOMILIEKCa
nu3MepsieTcss Npu  JuMHE BOmHBI 630 HM M 1mpsMoO
TPONOPLUHOHAIBEHO KOHIIGHTPALMHY AIbOYMUHA B HCCIIETyeMOM
obpasiie.

PEATEHTBI
CocraB Habopa
1-REAGENT 1 x 34 mn

Ilpu  temmeparype  2-8°C,  peareHTBl  COXpaHSIOT
CTa0MIILHOCTH B TEUEHHE BCETO CpOKa rOAHOCTH, YKa3aHHOI'O
Ha ymakoBke. CrabuiapHOCTE Ha OOpTy aHaiImM3aTtopa
npu 2-10°C cocrasnser 9 nenens (ACCENT-200 II GEN)
mm 12 menens (ACCENT MC240, ACCENT S120).

KonuenTpauun KOMIOHEHTOB B pearenTe
CyKUMHaTHBII Oydep

O6pomkpesonosslii 3enensiit (BCG)
TUAPOKCHU HATPHS

MoIolIee CPEe/ICTBO

KOHCEPBAHT

<108 mmonb/a
<0,35 mmomb/1
< 60 Mmonb/n

NPEAYINPEXIEHUA U TIPUMEYAHUS

= JlpemoxpaHsiTb OT NPSAMBIX  CONHEYHBIX  JIydei
U 3arps3HeHus !

= He 3aMOpaXMBaTh pearcHTHI.

* BHuMaTenpHO NpoYMTaliTe MHAcHOpT  6E30macHOCTH
XuUMH4YecKol mpoxykiuun (MSDS), koTopblii comepxut
nofpoOHyI0 HMH(MOPMANUI0 O TpaBWwiax 6e30MacHOro
XpaHEHHUs U UCIIOJIb30BaHUs TOBapa.

ACCENT-200 ALBUMIN

= 1-REAGENT c00TBEeTCTBYET KPUTEPUIM KIIaCCUPUKALUH
coracHo nmocranoienuio (EC ) Ne 1272/2008.
Buumanue
H319 Bei3biBaer cepbE3Hoe pazpaxKeHue rias.
P280 Ilonp30BaTbCsl 3AUMTHBIME EepYaTKAMH,
3ALIMTHON OJICIK/I0M, CPECTBAMHE 3AILUTHI IJ1a3
WM JIAIA.
P305+P351+P338 Ilpu mnomaganun B riaza: OCTOPOXKHO
TIPOMBITH TJ1a3a BOHOﬁ B TCYCHUE HECKOJIbKHUX MHUHYT. Cusatb
KOHTAKTHBIC JIMH3BI, €CJIM BBl IOJL3YETECh UMM H ECIIH 3TO
nerko czenarb. [Ipo1omkHTh TPOMBIBaHUE TI1a3.

BUOJOTMYECKUI MATEPHAJT

ChIBOpOTKa 0€3 Cl1e/10B TeMOIH3a.

DpUTPOLUTHl  CIIEIYeT MAaKCHMalIbHO OBICTPO  OTACNHTH
OT CBIBOPOTKH.

CBIBOPOTKA MOXET XPAHUTBCS B TeUCHHE 3-X JHEH NPH TeMII.
2-8°C 60 6 mecsie npu Tem. -20°C.2

Tem He MeHee peKOMEHIYETCsl MPOU3BOAUTH HCCIEAOBAHUS
Ha CBEXKEB3ITOM OHOJIIOTMYECKOM MaTepHae!

HOPOLIEYPA ONPEJEJEHUS

1-REAGENT roToB K HCIOJIb30BaHHIO.

B KkauecTBe OIaHK-peareHTa PEKOMEHIYeTCs MCIOJIb30BaTh
JICHOHU30BaHHYIO BOJLY.

Heo0xoaumele aeiicTBusi:

Ilpu BeimonHeHnH aHanu30B Ha aHanu3aropax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120, Bo3M0kHO
HCKaXKeHHe Ppe3yIbTaToB aHAJIN30B, BBI3BAaHHOE
HepeKPeCTHLIM __ 3arpsi3HeHHMeM  MeXJIy  pearcHTaMu
ALBUMIN - UA, ALBUMIN - UA PLUS, ALBUMIN-
MICROALBUMIN. Yro6s u3bexatb 5Toro sddexta,
CIIeAyHTe PEKOMEHIALMSIM, COACPIKAIMMCS B HHCTPYKIHH
51_03_24_001_ACCENT-200_CARRYOVER

PE®EPEHTHBIE BEJIMYUHBI ?

CBIBOPOTKA r/mn r/n

JIeTH 3-5mer| 3,9-5,0 39-50
6-—15ner | 4,1-5,1 41-51

16 -54 ner | 3,9-5,0 39-50
JIFOZIN 16-29ner | 4,6-53 46-53
30-54 ner | 44-5,1 44 -51

JKCHIIIUHBI

JKEHIUHBI U o 55— 79 mer | 4,2-5,0 42 - 50

Kaxnoit maGoparopun pekoMeHayercs pa3zpaborath CBOU
COOCTBEHHbIE HOPMBI, XapakTepHble Uil 00CIeIyeMOoro
KOHTHUHI'CHTA.

KOHTPO.JIb KAYECTBA

Jlnd  BHYTPEHHEro KOHTPONA KadecTBa PEKOMEHJyeTcs
HCIOb30BaTh KOHTPOJbHbIE chiBOpoTkH CORMAY SERUM
HN (Kar. Ne 5-172) u CORMAY SERUM HP (Kat. Ne 5-173)
JUISL KOKIOH CepUH U3MEPEHUIL.

Jlns xanuOpoBku aBroMaruueckux axanuzaropos ACCENT-
200, ACCENT-200 II GEN, ACCENT-220S, BS-120,
peKoMeHyeTcs HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174; 5-176)
n LEVEL 2 (Kar. Ne 5-175; 5-177).
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Jlns xanmuGpoBku aBromaruueckux ananu3aropoB ACCENT
S120, ACCENT MC240, ACCENT M320, pexomenayetcs
ucnons3opate CORMAY MULTICALIBRATOR LEVEL 1
(Kat. Ne 5-174; 5-176) u LEVEL 2 (Kar. Ne 5-175; 5-177).
B kauectBe 0-kammbpaTopa pPEKOMEHJIYeTCS MHCIOJIb30BaTh
JICHOHN30BaHHYIO BOTY.

KanubpoBouHy0 KpHBYIO CIIEIyeT COCTaBISTH KaxIble
8 memens (ACCENT-200 II GEN) wiu 12 nenens (ACCENT
MC240, ACCENT S120,), mpu Kaxxaoi cMeHe JIoTa peareHTa
U B ClOydae HEOOXOAMMOCTH, HAmp. €CIH pPe3yIbTaThl
ONpEJIEICHNs] KOHTPOJBHBIX CHIBOPOTOK HE IOMANaloT B
pedepeHTHBIH TranasoH.

XAPAKTEPUCTHUKH ONIPEJEJEHUA

OTH METPOJIOTHYECKHE XaPAKTEPUCTUKH OBUIH TOTY4YEHBI
npu HCIOJIb30BAHUHN ABTOMATUYCCKHUX AHAIA3aTOPOB:
ACCENT-200 1/ mm ACCENT-200 I GEN 1 / umu ACCENT
MC240. Pe3ynbraThl, MOMy4YeHHBIE HA JIPYTHX aHaAIM3aTOpax
U BPYYHYIO, MOTYT OTJINYAThCs !

=  YyBCTBHTEJIBHOCTH
1,14 r/nn (11,4 r/m) - ACCENT-200
0,70 r/pn (7 r/m) — ACCENT MC240

= JluHeliHOCTH
710 6,5 r/m1 (65 r/m) - ACCENT-200
10 6,1 r/mn (61 r/m) — ACCENT MC240

B cnydae Gonee BBICOKHX KOHIEHTpalui, pa3baBbTe mpoly
0,9% NaCl n noBropute nccienoBanue. Pe3ynbrar yMHOXKbTE
Ha dakTop pa3Be/ieHus.

=  Cneunduunocrs / Unreppepennun

I'emorno6un 1o 2,5 r/mi, ackopOuHOBast Kuciaora 10 62 Mr/i,
OunupyouH 10 20 MI/mn ¥ TPUIIMLEPHIbl B KOHLEHTPALUN
10 1200 Mr/am He BIUSIOT HA PE3y/IbTaThl ONPEACICHUI.

= TouHocTh

IloBTOpsieMOCTH Cpennee | SD (6\%
(MEKLY CepHsIMH) [r/ma] [r/ma] [%]
ACCENT-200 II GEN | yposens 1| 2,80 0,02 | 0,85
n=20 yposenb 2| 4,40 0,03 0,57
ACCENT MC240 yposenb 1| 2,88 0,02 | 0,67
n=20 yposenb 2| 4,03 0,03 0,70
BocnpoussoaumocTs Cpennee | SD Ccv
(130 JIHA B JICHB) [r/ ] [/ [%]
ACCENT-200 II GEN | yposens 1| 2,82 0,05 1,87
n =80 yposenb 2| 4,39 0,07 1,60
ACCENT MC240 ypoBeHb 1 42 0,09 2,2
n=80 YpOBeHb 2 3,0 0,07 2.4
= CpaBHeHHe MeTO/1a
CpaBHeHHe pe3yIbTaToB OINpeaeIeHNs anpOyMuHa,

npomsBeneHnbix Ha ACCENT-200 (y) u Ha ADVIA 1650 (x)
¢ wucnonp3oBanueM 21 o0pasuoB  gano  CleAyroLue

Ppe3yIbTaThI:
y =0,9908 x + 0,1259 r/n;

R =0,998 (R — xoadumment xoppensuum)
CpaBHeHHe pe3ynbTaToB OINpeaeIeHNs anpOyMuHa,

npomsBeneHnsix Ha ACCENT MC240 (y) u na ADVIA 1800
(X) ¢ wucnomb3oBaHHeM 68 00pa3lOB CHIBOPOTKH Jajio
CIICIYIOIIHE PE3YIIbTaThI:

y =0,9294 x + 0,2903 r/mm;

R =0,989 (R — xoadumment xoppensunm)

ACCENT-200 ALBUMIN

51_03_03_003_06

YTUWIN3ALDMUA OTXO10B
B cooTBeTCTBHHM € TOKAIBHBIMH TPEOOBAHHUAMH.
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ACCENT-200 ALBUMIN

PROGRAM NA ANALIZATOR / APPLICATION for / AJAITALUSA posi:

* ACCENT-200

Parameters

Test Name ALB R1 300

Test No 4 R2

Full Name ALBUMIN Sample Volume 3

Reference No | 4 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 630 nm Concentration 1.14 | 6.50

Secon. Wave. Linearity Limit

Trend Ascending Substrate Limit

Reac. Time [0 [19 Factor

Incuba. Time |:| Prozone check

Unit g/dl

Precision 0.01 [ Je2 [ Ja3[ Jad[ ]
PC | | Abs|

Calibration Rule

Rule Two-point Linear

Sensitivity 1

Replicates 3

Interval (day) 56

Difference Limit |0

SD 0

Blank Response |0 [ 50000

Error Limit 0

Coefficient 0

* ACCENT-200 II GEN

Parameters

Test Name ALB R1 250

Test No 4 R2

Full Name ALBUMIN Sample Volume 2.5

Reference No | 4 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 630 nm Concentration 1.14 16.50

Secon. Wave. Linearity Limit

Trend Ascending Substrate Limit

Reac. Time [0 [ 19 Factor

Incuba. Time |:| Prozone check

Unit g/dl

Precision 0.01 a [ Je2 [ Ja3[ Ja4[ ]
PC | | Abs|

Calibration Rule
Rule Two-point Linear
Sensitivity 1
Replicates 3
Interval (day) 5
Difference Limit |0
SD 0
Blank Response | 0

0

0

[50000

Error Limit
Coefficient

ACCENT-200 ALBUMIN

* ACCENT-220S

Parameters

Test ALB R1 300

No 4 R2

Full Name ALBUMIN Sample Volume 3

Standard No |4 R1 Blank

Reac. Type | Endpoint Mixed Rtg. Blank

Pri. Wave. 630 nm Linearity Range 1.35 | 6.5

Sec. Wave. Linearity Limit

Direction Increase Substrate Limit

Reac. Time [0 [19 Factor

Incuba. Time |:| Prozone check

Unit g/dl

Precision 0.01 ql I:l q2 l:l q3 l:l q4 l:l
PC | | Abs| |

Calibration Rule

Rule Two-point Linear

Sensitivity 1

Replicates 3

Interval (day) 56

Difference Limit |0

SD 0

Blank Response |0 [ 50000

Error Limit 0

Coefficient 0

*  BS-120

Parameters

Test ALB R1 300

No 4 R2

Full Name Albumin Sample Volume 3

Standard No |4 R1 Blank

Reac. Type | Endpoint Mixed Rtg. Blank

Pri. Wave. 630 nm Linearity Range 1.15 | 6.5

Sec. Wave. Linearity Limit

Direction Increase Substrate Limit

Reac. Time [0 [17 Factor

Incuba. Time | 16 |:| Prozone check

Unit g/dl

Precision 0.01 ql I:l q2 l:l q3 |:| q4 |:|
PC | | Abs| |

Calibration Rule

Rule Two-point Linear

Sensitivity

Replicates

Interval (day)

Difference Limit
SD

Blank Response
Error Limit
Coefficient

51_03_03_003_06
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* ACCENT S120

Chem [ ALB ] No. [ 004 | Sample Type
Chemistry [ ALBUMIN ] Print name
Reaction Type | Endpoint ] Reaction Direction
Pri Wave | 630 nm | Sec Wave I:l
Unit [ g/dl ] Decimal
Incubation Time E
Blank Time [ -3 | [-1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard [ 2 ] uL | | uL uL R1 uL
Decreased | 2 ] uL [ 20 JuL [ 180 JuL RR[ JuL
Increased | | ulL | | ulL | \ uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) [0.26 | [6.60 | Linearity Limit | |
Linearity Range (Decreased) [ ] [ | Substrate Depletion [ ]
Linearity Range (Increased) [ | [ | Mixed Blank Abs [ -40000 | [40000 ]
RI Blank Abs [___-40000 | [ 40000 | On-board Stability Day(s)
Blank Response | -40000 | [ 40000 ] Reagent Alarm Limit I:'
Twin Chemistry [ | :l Enzyme Linear Extension
\:I Prozone Check
oo [ e [ vi [T o3| | o4 | | ove ][]
os 1 oo [ vi [0 epc| ] P2 | | I Iy B
I:l Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment
[ | Pretreat Sample Vol |:| uL Pretreat Sample Vol :| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi-point linear Bottle Changed
Factor I:l Replicates I:' Lot Changed
[ Cal Time
ACCEPTANCE LIMITS
Cal Time Hour
Slope Diff [ ] sp [ ]
Sensitivity :l Repeatability
Deter Coeff I:l

ACCENT-200 ALBUMIN

51_03_03_003_06
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* ACCENT M320

ACCENT-200 ALBUMIN

* ACCENT MC240

Sensitivity :l Repeatability

Deter Coeff :l

Chem [ ALB | No.| 004 | Sample Type
Chemistry [ ALBUMIN | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave | 605 nm | Sec Wave I:l
Unit [ g/dl | Decimal
Incubation Time [E
Blank Time \ -3 \ \ -1 \ Reaction Time [E \—36___|
Sample Vol Aspirated Diluent Reagent Vol
Standard 2 ] uL [ e [ L RI uL
Decreased | 2 | uL | 20 JuL | 180 [ms R2 \:' uL
Increased | [T JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) [070 | [6.10 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) \ | ] Mixed Blank Abs [ 35000 | [ 35000 ]
R1Blank Abs 35000 ] [ 35000 ] On-board Stability Day(s)
Blank Response [ -35000 ] [ 35000 | Reagent Alarm Limit [ |
Twin Chemistry | | :l Enzyme Linear Extension
I:' Prozone Check
oo 1 o [ vt O o3| | o4 | | v2 | | 1
os 1 o6 [ v3 [0 7epcrl ] pc2 | | \ | 1]
I:' Sample Pretreatment I:l Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol :l ulL Pretreat Sample Vol :l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi-point linear I:l Bottle Changed
Factor I:' Replicates I:l Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time Hour
Slope Diff [ ] sp [ ]

Chem [ALB | No. [ 004 | Sample Type
Chemistry [ALBUMIN | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave | 605 nm ] Sec Wave I:l
Unit [ g/dl | Decimal
Incubation Time E
Blank Time \ -3 \ \ -1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard l—g—l uL wb [ L RI uL
Decreased | 2 ] uL [ 20 JuL [ 180 ] uL R2[ JuL
Increased [ | uL | JuL | | uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 1.04 ‘ ‘ 5.80 | Linearity Limit ‘ |
Linearity Range (Decreased) [ | [ ] Substrate Depletion | |
Linearity Range (Increased) \ | ] Mixed Blank Abs 35000 ] [35000 ]
RI Blank Abs [ -35000 | [ 35000 | On-board Stability Day(s)
Blank Response | -35000 | [ 35000 ] Reagent Alarm Limit l:l
Twin Chemistry | | :l Enzyme Linear Extension
I:' Prozone Check
oo 1 o2 [—J vi 101 o0 1 oo 1 v [1C
os [ 1 o6 [—1 v [ J[ Jpear [ 17 pc2 [ 101
I:l Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment
[ | Pretreat Sample Vol I:l uL Pretreat Sample Vol :l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi- point linear I:' Bottle Changed
Factor I:l Replicates I:' Lot Changed
I:' Cal Time
ACCEPTANCE LIMITS
Cal Time Hour
Slope Diff ~ [____] sp [ ]

Sensitivity |:| Repeatability 35000

Deter Coeff |:|

ACCENT-200 ALBUMIN
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