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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania utajonej zdolno$ci
wigzania zelaza, przeznaczony do wykonywania oznaczef
na automatycznych analizatorach: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, ACCENT 400,
ACCENT Neo200 oraz BS-120.

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

WPROWADZENIE

Catkowita ilo$¢ zelaza w organizmie zdrowego czlowieka
wynosi okoto 3-3,5 g. Z tej ilosci okolo 2,5 g zawieraja
erytrocyty lub ich prekursory w szpiku kostnym. Osocze
zawiera tylko okoto 2,5 mg zelaza. Zelazo jest transportowane
jako Fe (III) zwigzane z biatkiem osocza-apotransferyna.
Kompleks apotransferyna- Fe (III) jest zwany transferyna.
Normalnie tylko okoto 1/3 miejsc wigzania Zelaza transferyny
jest zajmowana przez Fe (III). Ta dodatkowa ilo$¢ zelaza, ktora
moze by¢ zwiazana to niewysycona (lub utajona) zdolnosé
wigzania zelaza (UIBC). Suma zelaza zawartego w surowicy
i UIBC jest rowna catkowitej zdolnosci wigzania zelaza (TIBC).
TIBC jest miara maksymalnego st¢zenia zelaza, ktoére moze
by¢ zwiazane przez transferyng.

Poziom UIBC w surowicy zmienia si¢ w schorzeniach
zwigzanych z metabolizmem Zelaza, czgsto wuzrasta
przy niedoborze zelaza i spada w przewleklych zapaleniach
i nowotworach ztosliwych oraz w przebiegu hemochromatozy.

ZASADA METODY
Metoda kolorymetryczna z ferrozyna:

2 Fe** (znane) + transferyna — transferyna-(Fe**) + Fe?* (nadmiar)
Fe?* (nadmiar)+ ferrozyna —® Fe?'-ferrozyna (barwny kompleks)

W $rodowisku zasadowym wobec znanego st¢zenia jonow
zelaza (II) w surowicy nastgpuje wysycenie miejsc wiazacych
transferyny.  Pozostale niezwigzane jony zelaza (II)
sq oznaczane w reakcji z chromoforem dajac reakcj¢ barwna
mierzong spektrofotometrycznie.

Réznica pomigdzy iloscia nadmiaru Zelaza i catkowita iloscia
dodanego do surowicy odpowiada ilosci zwigzanej
z transferyng. Jest to tzw. utajona zdolno$¢ wiazania zelaza
(UIBC).

ODCZYNNIKI

Sklad zestawu

1-Reagent 1x33ml
2-Reagent 1x9ml
TloSci testow

ACCENT-200 130
ACCENT-200 IT GEN 130
ACCENT-220S 130
ACCENT S120 140
ACCENT MC240 140
ACCENT M320 140
BS-120 130

ACCENT-200 UIBC (I GENERACJA /I GENERATION / I [TIOKOJIEHHUE)

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwato$¢ do daty wazno$ci podanej na opakowaniu. Stabilno$é
odczynnikow przechowywanych na poktadzie aparatu w temp.
2-10°C wynosi 5 tygodni (ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320) lub 7 tygodni
(BS-120).

Stezenia skladnikéw w zestawie

1-Reagent

bufor (pH 8,4) 0,25 mol/l
amonowo-zelazawy siarczan 20 pmol/l
tiomocznik 90 mmol/l
detergent 0,1 %
azydek sodu <0,1 %
2-Reagent

askorbinian sodu 150 mmol/l
chlorek sodu 75 mmol/l

s6l sodowa 3-(2-pyridylo)-5,6-bis(2-[4-

kwas fenylosulfonowy])-1,2,4-triaziny > 10 mmol/l
(ferrozyna)
konserwanty 0,3 %

Ostrzezenia i uwagi

=  Nie zamraza¢ odczynnikow.

= Chroni¢ przed bezposrednim $wiatlem  stonecznym
i zanieczyszczeniem!

= Aby unikngé¢ zanieczyszczenia probki jonami zelaza
zalecane jest uzywanie naczyn i kuwet plastikowych
jednorazowego uzytku. W przypadku stosowania naczyn
szklanych nalezy je specjalnie przygotowa¢ moczac przez
kilka godzin w ok. 2M roztworze HCI, a nast¢pnie bardzo
doktadnie wyptuka¢ woda destylowana.

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

= W przypadku, gdy ilos¢ zelaza w surowicy jest wigksza niz
zdolno$¢ wigzania transferyny wynik UIBC bedzie ujemny.

= Dla celow diagnostycznych oznaczenie UIBC powinno
by¢ wykonywane roéwnolegle z oznaczeniem zelaza w
probce. Uzyskany wynik nalezy interpretowa¢ z
uwzglednieniem wyniku testu oznaczania zelaza i wartosci
procentowego wysycenia transferyny jonami zelaza .

= 1-Reagent zawiera tiomocznik. Moze powodowaé
wystapienie reakcji alergicznej (EUH208).

= 2-Reagent  zawiera 1-[1,3-Bis(hydroksymetylo)-2,5-
dioksoimidazolidyn-4-ylo]-1,3
bis(hydroksymetylo)mocznik. Moze powodowac
wystapienie reakcji alergicznej (EUH208).

MATERIAL BIOLOGICZNY
Surowica, osocze heparynowe.
Oddzieli¢ surowicg/osocze od krwinek czerwonych najpozniej
w ciggu 2 godzin od pobrania krwi, unikajac hemolizy.
Aby unikna¢ zanizenia wynikéw spowodowanych wahaniami
dziennymi, materiat powinien by¢ pobrany rano.
Wyrzucaé zanieczyszczone probki.
Nie nalezy stosowa¢ osocza krwi pobranej na EDTA,
szczawiany 1 cytryniany. Substancje te wiaza jony zelaza,
co uniemozliwia reakcj¢ z chromogenem *.
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Surowic¢ mozna przechowywaé¢ do 3 dni w temp. 20-25°C,
7 dni w temp. 4-8°C lub do miesigca w temp. -20°C. Osocze
mozna przechowywa¢ 7 dni w temp. 4-8°C lub do miesigca
w temp. -20°C *,

Jednak polecamy wykonywaé badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

Do  wykonania  proby  zerowej nalezy  uzywaé
wody dejonizowane;j.

Wymagane dzialania:

W przypadku wykonywania oznaczefi na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
oraz BS-120, moze wystapi¢, wplywajacy na wyniki oznaczen,
efekt przeniesienia pomig¢dzy odczynnikami. W celu uniknigcia
tego efektu, oznaczenie utajonej zdolnosci wigzania zelaza
z uzyciem odczynnika ACCENT-200 UIBC nalezy wykonywac,
jesli to mozliwe, w_osobnym zleceniu stosujac si¢ do zalecen
zawartych ~w  instrukcji:  51_03_24 001_ACCENT-200_
CARRYOVER.

WARTOSCI PRAWIDELOWE 56

Wartoéci  prawidlowe otrzymano korzystajac z  wartosci
dla zelaza surowiczego (SI) oraz TIBC podanych w literaturze.
Wynik obliczono na podstawie wzoru:

UIBC=TIBC-SI

Wartosci referencyjne dla UIBC podano w tabeli ponizej:

surowica / 0socze ng/dl pmol/l
Kobiety 80375 14 - 67
Mezczyzni 75 -360 13-64

Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresow ~ warto$ci  prawidtowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dotacza¢ surowice kontrolne: CORMAY SERUM HN
(Nrkat. 5-172) i CORMAY SERUM HP (Nr kat. 5-173).

Do kalibracji analizatorow automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, nalezy stosowac
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;
5-176). Jako kalibratora 0 nalezy uzywa¢ wody dejonizowane;j.
Krzywa kalibracyjna powinna by¢ sporzadzana co tydzien
(ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT 8120, ACCENT MC240, ACCENT M320)
lub co 3 tygodnie (BS-120), 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 otrzymane wyniki moga roznic si¢ od podanych.

= Czulo$¢
20 pg/dl (3,6 pmol/l) - ACCENT-200
26,5 pg/dl (4,7 pmol/l) - ACCENT MC240

= Liniowos$¢
do 450 pg/dl (80,6 umol/l) - ACCENT-200
do 525 pg/dl (94 pmol/l) - ACCENT MC240

ACCENT-200 UIBC (I GENERACJA / I GENERATION / I [IOKOJIEHHE)

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

=  Specyficznos$¢ / Interferencje

Hemoglobina — interferuje nawet w niewielkich ilo$ciach,
kwas askorbinowy do 62 mg/l, bilirubina do 20 mg/dl,
triglicerydy do 1000 mg/dl, miedz do 3,5 mg/dl i cynk
do 15 mg/dl nie wptywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalnosé Srednia | SD [&Y%
(run to run) [ugdl] | [ug/dl) | [%]
ACCENT-200 poziom 1 | 86,92 2,14 2,46
n=10 poziom 2 | 153,11 3,38 2,21
ACCENT MC240 poziom 1 | 80,33 4,30 5,98
n=20 poziom 2 | 167,53 4,48 2,67
Odtwarzalnos¢ Srednia | SD (&A%
(day to day [ugdl] | [pgdl] | [%]
ACCENT-200 poziom 1 | 85,42 3,45 4,04
n=10 poziom 2 | 148,73 2,25 1,51
ACCENT MC240 poziom 1 | 79,3 3,93 5,0
n=80 poziom 2 | 1572 427 2,7

e  Porownanie metody

Porownanie  wynikow  oznaczen UIBC, otrzymanych
na ACCENT-200 (y) i na COBAS INTEGRA 400 (x),
z uzyciem 63 probek, dato nastgpujace wyniki:

y =0,957 x + 10,655 pg/dl;

R=0,992 (R — wspdtezynnik korelacji)

Porownanie ~ wynikoéw  oznaczen UIBC, otrzymanych
na ACCENT MC240 (y) i na BS-400 (x),
z uzyciem 57 probek surowicy, dato nastgpujace wyniki:
y=0,9992 x +5,0163 pg/dl;

R=0,994 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postepowac zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit for determination of unsaturated iron binding
capacity intended to use in automatic analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, ACCENT 400,
ACCENT Neo200 and BS-120

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

The total iron content of the body is about 3 to 3.5 g.
Of this amount about 2.5 g contained in erythrocytes or their
precursors in the bone marrow. Plasma contains only about
2.5 mg of iron. Iron is transported as Fe (III) bound
to the plasma protein apotransferrin. The apotransferrin-Fe (IIT)
complex is called transferrin. Normally only about one third
of the iron binding sites of transferrin are occupied by Fe (III).
The additional amount of iron that can be bound
is the unsaturated (or latent) iron-binding capacity (UIBC).
The sum of the serum iron and UIBC represents total iron
binding capacity (TIBC). TIBC is a measurement
for the maximum iron concentration that transferrin can bind.
Serum UIBC levels vary in disorders of iron metabolism where
iron capacities are often increased in iron deficiency
and decreased in chronic inflammatory disorders, malignancies
or in course of hemochromatosis.

METHOD PRINCIPLE
Direct, colorimetric method with ferrozine:

2 Fe** (known) + transferrin — transferrin-(Fe*) + Fe?" (excess)
Fe?" (excess) + forrozine — Fe2+-ferrozine (coloured complex)

In an alkaline environment known ferrous ion concentration
incubated with serum, binds specifically with transferrin
at unsaturated iron binding sites. Remaining unbound ferrous
ions are measured with the chromogen reaction.

The difference between the amount of excess iron and the total
amount added to the serum is equivalent to the quantity bound
to transferrin. This is the UIBC (unsaturated iron binding
capacity) of the sample.

REAGENTS

Package

1-Reagent 1x33ml
2-Reagent 1x9ml

The reagents, stored at 2-8°C are stable until expiry date printed
on the package. Stability on board of the analyser at 2-10°C:
5 weeks (ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320),
or 7 weeks (BS-120).

Concentrations in the test

1-Reagent

buffer (pH 8.4) 0.25 mol/l
ammonium iron (II) sulfate 20 pmol/l
thiourea 90 mmol/l
detergent 0.1 %
sodium azide <0.1%

ACCENT-200 UIBC (I GENERACJA /I GENERATION / I [TIOKOJIEHHUE)

2-Reagent
sodium ascorbate 150 mmol/l
sodium chloride 75 mmol/l

3-(2-pyridyl)-5,6-bis(2-[5-furyl sulfonic
acid])-1,2,4-triazine sodium salt
(ferrozine)

preservatives 0.3 %

> 10 mmol/l

‘Warnings and notes

e Do not freeze the reagents.

e Protect from direct sunlight and avoid contamination!

=  Contaminated glassware is the greatest source of error.
The use of disposable plastic ware is recommended.
Glassware should be soaked for a few hours in 2M HCI
solution and then thoroughly rinsed with distilled water.

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

=  The negative UIBC value will occur when the patient’s
serum iron level exceeds the binding capacity
of the transferrin.

=  For the diagnostic purpose UIBC determination should
be perform at the same time with iron determination.
Obtained result have to be interpreted in relation
to the result of iron concentration and the percentage
saturation of transferrin with iron ions’.

= 1-Reagent contains thiourea. May produce an allergic
reaction (EUH208).

= 2-Reagent contains 1-[1,3-Bis (hydroxymethyl)-2,5-
dioxoimidazolidin-4-yl]-1,3-bis  (hydroxymethyl) urea.
May produce an allergic reaction (EUH208).

SPECIMEN

Serum, heparin plasma.

Separate serum/plasma at the latest 2 h after blood collection
to avoid hemolysis. Samples should be taken in the morning
from patients, since iron values decrease during the course
of the day.

Discard contaminated specimens.

Anticoagulants such as EDTA, oxalate and citrate must
not be used, as they bind iron ions and prevent reaction
with chromogen *.

Serum can be stored up to 3 days at 20-25°C, 7 days at 4-8°C
or up to one month at -20°C. Plasma can be stored up to 7 days
at 4-8°C or up to month at -20°C *.

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

PROCEDURE

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

Deionised water is recommended as a reagent blank.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S and BS-120
there is a probability of cross-contamination affecting the tests
results. To avoid this effect, the tests for determination
of unsaturated iron binding capacity, using the ACCENT-200
UIBC set, should be performed in the separate order, (follow
the recommendations contained in the instruction
51_03_24_001_ACCENT-200_CARRYOVER).

REFERENCE VALUES *¢

The reference values were calculated from the serum iron (SI)
and TIBC ranges reported in literature, in accordance
with mathematic formula:

UIBC=TIBC-SI
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Reference values for UIBC are listed in table below:

serum / plasma ng/dl pumol/l
Females 80375 14 - 67
Males 75360 13-64

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, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120,
the CORMAY MULTICALIBRATOR LEVEL 1 (Cat. No
5-174; 5-176) is recommended. Deionised water should be used
as a calibrator 0.

The calibration curve should be prepared every week
(ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320) or every
5 weeks (BS-120), 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 ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

= Sensitivity
20 pg/dl (3.6 pmol/l) - ACCENT-200
26.5 pg/dl (4.7 pmol/l) - ACCENT MC240

= Linearity
up to 450 pg/dl (80.6 pmol/l) - ACCENT-200
up to 525 pg/dl (94 pmol/l) - 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 interfere even in small amounts, ascorbate
up to 62 mg/l, bilirubin up to 20 mg/dl, triglycerides
up to 1000 mg/dl, copper up to 3.5 mg/dl and zinc
up to 15 mg/dl do not interfere with the test.

= Precision

Repeatability Mean SD Ccv
(run to run) lugdl] | [pe/dl) | [%]
ACCENT-200 level 1 86.92 2.14 2.46
n=10 level 2 153.11 | 3.38 2.21
ACCENT MC240 level 1 80.33 4.80 5.98
n=20 level 2 167.53 | 4.48 2.67
Reproducibility Mean SD CvV
(day to day [pg/dl]l | [pg/dl | [%]
ACCENT-200 level 1 85.42 3.45 4.04
n=10 level 2 148.73 | 2.25 1.51
ACCENT MC240 level 1 79.3 3.93 5.0
n=80 level 2 157.2 4.27 2.7

e Method comparison

A comparison between UIBC values determined
at ACCENT-200 (y) and COBAS INTEGRA 400 (x) using
63 samples gave following results:

y=0.957 x + 10.655 ng/dl;

R=0.992 (R — correlation coefficient)

ACCENT-200 UIBC (I GENERACJA / I GENERATION / I [IOKOJIEHHE)

A comparison between UIBC  values determined
at ACCENT MC240 (y) and BS-400 (x) using 57 serum
samples gave following results:

y=0.9992 x + 5.0163 pg/dl;

R =0.994 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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NPEANIOJATAEMOE UCIIOJIb30OBAHUE
JIMaTHOCTHYECKHH Habop Ul ONpeieNieHHs HEHACHILICHHOW
JKENe30CBA3BIBAIONICH  CHOCOOHOCTH, — MpEeAHA3HAueH Uit
HCIOIb30BaHUS Ha ABTOMAaTHYECKHUX OHOXUMUYECKHX
ananm3atopax: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, ACCENT 400, ACCENT Neo200 u BS-120.
PeareHTsl TOMKHBI HMCIIONB30BATECS TONBKO NS AMATHOCTHKU
in vitro, KBaTH(HUIMPOBAHHBIM JIAOOPATOPHBIM IIEPCOHAIIOM,
B LeTsX, UL KOTOPBIX OHHU IpeTHA3HAYEHBI,
B COOTBETCTBYIOIIUX JJA0OPATOPHBIX YCIOBHSIX.

BBEJEHHUE

O61ee coaepxkanue xenesa B Tene - okoso 3 — 3,5 r. U3 storo
KOIIMYECTBA OKOJO 2,5 T CONEPKUTCA B OPUTPOLMTAX WIN
UX TIpeKypcopax B KOCTHOM Mosre. Ilma3sma colepXuT JHIIb
okoio 2,5 mr xkenesa. XKene3o Tpancnoprupyercs kak Fe (III),
cBsI3aHHOE ¢ OeJKOM IUIa3Mbl amotpanceppunoM. Komruiexe
anorpancheppun-Fe  (III)  HasbiBaercs  TpaHcheppuHOM.
OOGBIYHO TOJNBEKO OKOJIO TPETH CBs3eil jKenesa ¢ TpaHcheppuHoM
3ansaTo Fe (III). JJomonHuTensHOe KOMMYECTBO JKelle3a, KOTOpoe
MOXET ~3aHATb OTH  CBS3H  SIBJISIETCS  HEHACBIICHHON
(11 JTaTEHTHOI) Jkene30cBs3bpIBatoleil ciocobnoctsio (UIBC).
Cymma ceiBopotouHoro skenesa UIBC npexacrasnser o0uryio
skene3ocBs3piBatontyio criocobnocts (TIBC). TIBC usmepsiercst
0 MaKCUMyMy KOHIIEHTDAIMH JKeNe3a, KOTOPOe MOXKET CBA3ATh
TpaHc(eppHH.

VYposuu UIBC B CBIBOPOTKE BapbHPYIOTCS IIPU PACCTPOHCTBAX
MeTabonn3ma xenesa, koraa UIBC gacto yBennumsaercst npu
KenesoneUIMTE M YMEHBINAGTCs  TNPU  XPOHHYECKHX
BOCTAJHTENBHBIX  HpoIeccax, WIM  3J0Ka4eCTBEHHBIX
HOBOOOPA30BaHMSX U B X0OJI€ FeMOXPOMATO3.

NPUHUAII METOJA
IIpsiMoit MeTo KOIOPUMETPUIECKHI ¢ peppO3HHOM:

2Fe?(u3BecTh.)+Tpancheppun —  Tpancdepppur-(Fe**)+Fe?*
(130BITOK)

Fe?' (u36b1T0K) + eposuna —»  kommeke Fe?* - peposuna
(LBETHOI KOMILIEKC)

B mieno4HO# cpezie CHIBOPOTKAa HHKYOHpPYETCs € pacTBOPOM
HOHOB KeJie3a U3BECTHOH KoHUeHTpauu. MoHs! crienupuaecku
CBA3bIBAOTCA C HE3AHATBIMH JKEJIC30CBA3bIBAIOIIIMMHU caiitamu
Tpanpeppura. OCTaBIINMICS HECBA3aHHBIMU HOHBI xerne3a (1I)
H3MEPSIOTCS 110 PEAKIHH ¢ HepPO3UHOM.

PasHuna Mex/y H30bITOYHBIM XKEJIe30M H OOIIMM KOJIHYECTBOM
JKenesa,  JOOAaBICHHBIM K  CBIBOPOTKE,  9KBHBAJICHTHA
KOJIMYECTBY  JKenles3a, CBA3aBLIETOCA €  TpaHCHEpPHHOM.
DTO M eCTh HEHACHIILICHHAS JKE/Ie30CBA3bIBAIONIAs CIIOCOOHOCTh
skenesa (UIBC) mpo6sr.

PEATEHTBI

Cocras Habopa

1-Reagent 1x33 Mn
2-Reagent 1x9wmn

Ilpu temmeparype 2-8°C peareHTBHl COXPaHSAIOT CTaOHIBHOCTH
B TEYCHHE BCEr0 CPOKA TOJHOCTH, YKA3aHHOTO HA YIAKOBKE.
CrabwibHOCTh peareHTa Ha OOpTy aHaimm3atopa npu 2-10°C
cocrasisier: 5 mexens (ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240, ACCENT
M320) unu 7 vepens (BS-120).

ACCENT-200 UIBC (I GENERACJA /I GENERATION / I [TIOKOJIEHHUE)

KOH[(EHT]JB].[MM KOMIIOHEHTOB B peareHrax
1-Reagent

oydep (pH 8,4) 0,25 monb/n
xene3o (II) ammonuii cynbdar 20 MKMOJIB/T
THOMOYEBHHA 90 MMOIB/TT
JIeTepreHT 0,1 %
a3uj HaTpHs <0,1 %
2-Reagent

150 mmomnb/
75 MMoOIB/1T

ackopbar HaTpus

XJIOPHCTBI HaTPHI

HaTpueBas coib 3-(2-mupuain)-5,6-6uc(2-[4-
enmncynsdoxucnoral)-1,2,4-rpuazun
(dpepozuna)

KOHCEPBAHTHI 0,3 %

> 10 MMonb/1

Ipenocrepeskenust 1 NPUMEYAHUS

=  He 3amopaxkuBath.

= TIpesoxpaHsTh OT CBETA M 3arpsi3HeHMs !

®  3arpsA3HeHHas CTEKIAHHAs TI0CyJa SBJIAETCA TJIaBHBIM
UCTOYHMKOM OmHOOK. PexoMeHIyeTcss HCIOIb30BaTh
OJIHOPA30BYI0 ILIACTHKOBYI0 Tocydy. Crekno crieayer
3aMayMBaTh Ha HeCkoibko 4YacoB B 2M HCI, a 3arem
TIIATEJIBHO OMOJIACKMBATh AUCTHIUIMPOBAHHON BOIOM.

* DBuuMartensHO — MpOYMTaliTe  TacmopT  0€30macHOCTH
xumuueckoi npoaykumu (MSDS), KOTOpBIH cOaepKHUT
noApoOHyl0 HMHGOpPMALMIO O MpaBWwiIax OE30HacHOro
XPaHEHHMs M MCIOJIb30BaHHA TOBapa.

=  Orpunarensubie  3Hauenus HOKCC — cBupeTenbcTBYIOT
0 TOM, YTO COJEP:KaHUE JKelle3a B CHIBOPOTKE MalMEHTa
NPEBbIIAET JKEJIE30CBA3BIBAOLIY IO C110coOHOCTh
TpaHpeppuHa.

= Jlnsa ompenenenust ¢ uensio guarsoctukn UIBC momxHb
OBITh BBITOJIHUTB B TO JK€ BPEMsI C XKENE3HOH PeIMMOCTBIO.
IMony4enHelif  pesynbTaT —ClefyeT HHTEpPHPETHPOBATH
MO OTHONIEHHIO K Ppe3y/lbTaTy KOHIEHTPAlUU Kele3a
M TIPOLIEHTHBIM HACHIILIEHHEM TpaHC(eppuHa € HOHAMHU
xeresa.

=  ]-Pearenr ComepXUT THOMOYEBHHBI. MOKET BBI3BATh
annepudeckylo peakuuio (EUH208).

= 2-Pearent Copepxut 1- [1,3-6uc (rugpoxcumerun) -2,5-
JIMOKCO MMHAA30MMaANH-4-mi] -1,3-6uc (ruapoKcumeTw)
Mo4eBMHA. MOKET BBI3BATH AIIEPUUECKYIO PEAKIMIO
(EUH208).

BUOJIOTUMYECKUA MATEPUAJ

ChIBOPOTKA, reNapuHU3MPOBAHHAS TLIA3MA.

ChIBOPOTKY WM IUJIa3My B TEYEHHE JBYX 4acoB ClEJyeT
OT/JCTUTE OT (POPMEHHBIX JIEMEHTOB KPOBH, 4TOOBI M30€KaTh
reMou3a.

O6pa3usl  HeoOXoxuMo 3abHpaTh yTpPOM, 4YTOOBI H30eXaTh
HHM3KHMX IIOKasaTelleil B CBS3M C CYTOYHBIMH BapHALHsAMH.
3arpsi3HeHHbIE TIPOOBI CIIE/lyeT BbIOPAKOBBIBATh.

Ilpu  cOope  Mmarepmama  ciaemyer — m3beraTb  TaKHX
aHTHKOATyJsHTOB, kak ODJITA, okcanaTsl M LUTpaThl, TaK Kak
OHH CBS3BIBAIOT HMOHBI JKeJNe3a M MPENATCTBYIOT PEaKUUuu
€ XPOMOTEHOM.

CBIBOPOTKA MOXKET XpaHUThCA 10 3 auei mpu 20-25°C, 7 aneit
npu 4-8°C, mwmn mo 1 mecsma mpu -20°C. Ilmasmy MOXHO
XpaHHUTh 10 7 mHel mpu Temmepatype ot 4 1o 8°C u 1o Mecsia
npu Temmepatype - 20°C.

Tem He MeHee PEKOMEHAYETCs NPOU3BOAUTE HCCICI0OBAHUA
Ha CBEKEB3ATOM OHOJIOrHYEeCKOM MaTtepHae!
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NPOLEAYPA ONIPEJAEJIEHUSA

1-Reagent 1 2-Reagent roToBbI K MCIOJIb30BAHUIO.

B Ka4yecTBe OnaHK- peareHTa pEeKOMEeH TyeTcst
JICMOHH30BaHHAs BOJIA.

Heo0xonumple neiicTeus:

Ilpu BemonHeHuu aHanu3oB Ha anammzatopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120 B03MOXHO
HCK2XXEHHUE PEe3y/IbTATOB AHAIM30B, BHI3BAHHOE HEPEKPeCcTHbIM
3arpsi3HeHHEM MeX/ly peareHTaMu.

TTo BO3MOXHOCTH TECTHI HA ONpe/EIeHHEe HEHACHIIIEHHON
JKEJI30CBS3bIBAOIIECH CIIOCOGHOCTHC HMCIIONb30BAaHHEM HaboOpa
ACCENT-200 UIBC nomkHbl OBITH IIPOBEJICHBI OTHEIBHO
(cnenyiiTe peKOMEHJALMSAM, COAEPKAIIUMCS B HMHCTPYKLHH
51_03_24_001_ACCENT-200_CARRYOVER).

PE®EPEHTHBIE BEJIMYUHBI ¢

Peq)epeHTbIe BCJIMYHUHBI TIOJTyYCHBI C HCII0JIb30BAHUEM
3HAa4YeHWit [Ii  ceiBoporoyHoro kenesa (SI) m  TIBC
TMPUBEACHHBIX B JHTEpaType. PesyabTaT ObuT paccuuTaH
o crexyroieit popmyie:

UIBC=TIBC-SI

Pedepentsie  Bemumumubl gyt UIBC  mpeactaBieHbl
B cIIeAyIOmel Tabaume:

CBHIBOPOTKa / Iia3Ma MK/ Ut MKMOJIB/JT
JKCHIIMHBI 80 —375 14 -67
MyKUHUHbBI 75-360 13-64

Kaxoit 1abopaTopuy PEKOMEHIYETCs YCTAHOBHUTb CBOM
COOCTBEHHBIE ~HOPMBI, XapaKTepHble Julsl  00cieayemMoro
KOHTHHT€HTA.

KOHTPOJIb KAYECTBA

Jliss  BHYTPEHHEro KOHTPOJISL —KauecTBa  PEKOMEHIyeTCs
HCIIONIB30BaTh KOHTpoNbHBIE chiBOpoTkH CORMAY SERUM
HN (Kat.Ne 5-172) n CORMAY SERUM HP (Kar.Ne 5-173)
JUISL KaJKJI0H CepHM N3MEepeH .

st KaIHOPOBKU aBTOMAaTHYECKHX aHAJIM3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
ACCENT 8120, ACCENT MC240, ACCENT M320, BS-120
peKoMeHyeTcs UCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174; 5-176).
Jlns  xanmOpoBKM — CleyeT  HCHONb30BaTh  KaJaHOpaTop
H IeHOHH30BaHHYIO BOAY.

Kannu6poBouHyI0 KPUBYIO CIIEyeT COCTABIIATE KAXK/IyI0 HEIEIIo
(ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320) wunu
xaxkaple 3 Hepemu (BS-120), nmpu xaxmolt cMeHe J0Ta peareHTa
mmbo B ciydae HEOOXOAMMOCTH, H.IIP., €CIH pe3ysbTaThl
KOHTPOJIS Ka4eCTBa He MONaJaloT B peepeHTHBIH [Hana3oH.

XAPAKTEPUCTUKHU ONPEJEJIEHUS

OTH METPOJIOTHYECKHE XapaKTEPUCTHKH OBUIM TONy4YeHbI HPU
HCIIOJNB30BAHUYU aBTOMaTH4eckux aHanmm3aropos: ACCENT-200
n ACCENT MC240. PesyinbTaThl, HOJIy4YeHHBIE Ha JPYrHX
AHAJIM3aTOPAX, MOTYT OTIIMYATHCS.

*  YyBCTBHTEJIBHOCTH
20 mxr/m (3,6 mxmons/i) - ACCENT-200
26,5 mxr/un (4,7 mxmons/in) — ACCENT MC240

= JIuneiinocTh
110 450 mxr/m (80,6 mxmoins/i) - ACCENT-200
10 525 mxr/mn (94 mxmons/in) — ACCENT MC240

B ciyuae Gonee BBICOKMX KOHIEHTpAIMH, pa3baBbTe mpoly

0,9% NaCl u noBropute HcciejoBaHie. Pe3ynbTar yMHOXKbTE
Ha (aKToOp pa3BeIEHMUs.

ACCENT-200 UIBC (I GENERACJA / I GENERATION / I [IOKOJIEHHE)

=  Cneundununocts / MuTepdepenunn

T'emorno6uH MHTEphEpHpyeT Jaxe B HEGONBIIOM KOJIHYECTBE,
ackopbar 1o 62 mr/in, 6mmpy6un 10 20 MI/uI, TPUNIHLEPHUABI
no 1000 mr/mn, mexp no 3,5 mr/mt u uuHK jgo 15 wr/mn
HE BIMAIOT HA PE3yJbTaThl H3MEPEHHUI.

=  TouHocTh

IToBTOpsieMocTH Cpenuee SD Ccv

(MeKITy cepuaMu) [mxr/mn] | [mxr/ma] | [%]
ACCENT-200 ypoBeHs 1 86.92 2.14 2.46
n=10 YpOBEHb 2 153.11 3.38 2.21
ACCENT MC240 | yposens 1 80.33 4.80 5.98
n=20 YPOBEHb 2 167.53 4.48 2.67

BocnpouspoaumocTs Cpenuee SD Ccv

(130 JHS B JIeHb) [mxr/mi] | [mxr/mn] | [%]
ACCENT-200 ypoBeHs 1 85.42 345 4.04
n=10 YpOBEHb 2 148.73 2.25 1.51
ACCENT MC240 ypoBes | 79,3 3,93 5,0
n=80 YpOBeHb 2 157,2 4,27 2,7

e CpaBHeHHe MeTOA

Cpasuenue pesynbtaToB ompeznenenus UIBC, momydyeHHBIX
na ACCENT-200 (y) u na COBAS INTEGRA 400 PLUS (x)
C UCIIOJIB30BaHKEM 63 00pa3LOB JAJIO CIEAYIOMINE Pe3yIbTaThl:
y=0,957 x + 10,655 mxr/m;

R =0,992 (R — ko3¢ durmenT koppensimm)

CpaBHenue pe3ynbratoB onpenenenus UIBC, momydeHHBIX
Ha ACCENT MC240 (y) u Ha BS-400 (x) ¢ ucrons3oBaHHEeM
57 06pa31oB CBIBOPOTKE a0 CIEIyIONHE PE3yIbTaThl:
y=0,9992 x + 5,0163 Mxr/m;

R =0,994 (R — ko3¢ durment koppensimm)

YTUWIN3ALUA OTXO40B
B cooTBeTcTBHY C IOKANBHBIMU TPEOOBAHUAMU.
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ACCENT-200 UIBC

PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALUSI pas:

e ACCENT-200 e ACCENT-2208

Parameters Parameters

Test Name UIBC R1 220 Test UIBC R1 220

Test No 60 R2 55 No 60 R2 55

Full Name UIBC Sample Volume 24 Full Name UIBC Sample Volume 27

Reference No | 60 R1 Blank Standard No | 60 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint Mixed Rtg. Blank

Pri. Wave. 578 nm Concentration 20 450 Pri. Wave. 578 nm Linearity Range 31.5 1460

Secon. Wave. Linearity Limit Sec. Wave. Linearity Limit

Trend Increase Substrate Limit Direction Increase Substrate Limit

Reac. Time  [-2 [25 Reac. Time  |-2 [25

Incuba. Time |25 D Prozone check Incuba. Time |25 |:| Prozone check

Unit pg/dl Unit ng/dl

Precision Integer ql El q2 I:l q3 D q4 I:l Precision Integer ql I:l q2 I:l q3 E] q4 I:l
PC | | Abs| | PC | | Abs| |

Calibration Rule Calibration Rule

Rule Two-point Linear Rule Two-point Linear

Sensitivity 0 Sensitivity 1

Replicates 3 Replicates 3

Interval (day) 7 Interval (day) 7

Difference Limit 0 Difference Limit 0

SD 0 SD 0

Blank Response |0 | 50000 Blank Response |0 | 50000

Error Limit 0 Error Limit 0

Coefticient 0 Coefticient 0

e ACCENT-200 II GEN e BS-120

Parameters Parameters

Test Name UIBC R1 220 Test UIBC R1 200

Test No 60 R2 55 No 60 R2 50

Full Name UIBC Sample Volume 24 Full Name UIBC Sample Volume 22

Reference No | 60 R1 Blank Standard No | 60 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint Mixed Rtg. Blank

Pri. Wave. 578 nm Concentration 37 480 Pri. Wave. 578 nm Linearity Range 36 475

Secon. Wave. Linearity Limit Sec. Wave. Linearity Limit

Trend Increase Substrate Limit Direction Increase Substrate Limit

Reac. Time 2 [25 Factor Reac. Time -1 [18 Factor

Incuba. Time |25 D Prozone check Incuba. Time | 16 |:| Prozone check

Unit pg/dl Unit pg/dl

Precision Integer ql l:l q2 I:l q3 l:l q4 |:| Precision Integer ql I:l q2 I:l q3 l:| q4 I:l
PC | | Abs| | PC | | Abs] |

Calibration Rule Calibration Rule

Rule Two-point Linear Rule Two-point Linear

Sensitivity 0 Sensitivity 1

Replicates 3 Replicates 3

Interval (day) 7 Interval (day) 21

Difference Limit 0 Difference Limit 0

SD 0 SD 0

Blank Response 0 [50000 Blank Response 0 [50000

Error Limit 0 Error Limit 0

Coefficient 0 Coefficient 0

ACCENT-200 UIBC (Il GENERACIA / Il GENERATION / I [TOKOJIEHHE)
51_03_03_066_02
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e ACCENT S120

Chem [ UIBC \ No. | 060 | Sample Type
Chemistry [ UIBC | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 578nm | Sec Wave
Unit [ ug/dL ] Decimal
Incubation Timq
Blank Time [ -3 ] [-1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard [ 18 ] uL | JuL | uL R1 uL
Decreased | 18 | uL [ 20 uL | 180 | uL R2 uL
Increased [ ] uL JuL [ | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) l 32 l | 500 ‘ Linearity Limit ‘ |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) \ ] [ | Mixed Blank Abs [__-40000 ] [—40000 ]
RIBlank Abs 20000 ]  [__40000 | On-board Stability [ | Dav(s)
Blank Response [ -40000 | [ 40000 ] Reagent Alarm Limit [ |
Twin Chemistry [ | :] Enzyme Linear Extension
[ Prozone Check
oo 1 o [C—1 vi [ 10C 1 o3 | ] 04 | | ova [ 1 [ 1
os 1 o6 [ v3 10 ra | ] pc2 | | C 101

[ sample Pretreatment

:l Control Pretreatment

CALIBRATION SETTINGS

Math model [ Two-point Linear |
Factor I:l Renlicates
ACCEPTANCE LIMITS

Cal Time I:' Hour

Slope Diff  [___| sp [ ]
Sensitivity I:l Repeatability
Deter Coeff I:'

Pretreat Sample Vol |:| ul

AUTO CALIBRATION
[ "1 Bottle Changed
I:l Lot Changed
[ cCal Time

[ Calibrator Pretreatment

Pretreat Sample Vol I:l uL

ACCENT-200 UIBC (Il GENERACJA / Il GENERATION / I TOKOJIEHHE)
51_03_03_066_02
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ACCENT-200 UIBC

e ACCENT MC240

e ACCENT M320

Chem | UIBC

No.[__060 |

Chemistry [ UIBC

Reaction Type | Endpoint

Pri Wave [ 570nm

Unit [ ug/dL

Blank Time [ -3

[T |

Sample Type

Print name

Reaction Direction
Sec Wave
Decimal
Incubation Time

Reaction Time

Sample Vol Aspirated Diluent Reagent Vol
Standard 18 uL uL ul Rl uL
Decreased | 18 | oL 20 JuL [ 180 | uL R2 uL
Increased [ | uL | JuL ] uL
l:l Sample Blank - Auto Rerun
Linearity range (Standard) | 26,5 | | 525 | 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 I:]
Twin Chemistry [ ] |:| Enzyme Linear Extension
[T Prozone Check
oo 1 o2 [ wvi L o3| ] 04 | ] vz | | ]
os 1 oe [_—7 v3 [0 rc| ] pc2 | ] I 1
I:] Sample Pretreatment [:| Control Pretreatment I:l Calibrator Pretreatment
[ | Pretreat Sample Vol |:| ulL Pretreat Sample Vol I:| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear ] I:l Bottle Changed
Factor 1 Replicates [ TrotChanged
I:l Cal Time

ACCEPTANCE LIMITS
Cal Time I:I Hour
Slope Diff [ sp [ ]
Sensitivity :| Repeatability
Deter Coeff I:]

Chem [UIBC | No. [ 060 | Sample Type
Chemistry [ UIBC ] Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 570nm | Sec Wave
Unit [ ug/dL | Decimal
Incubation Time
Blank Time | -3 | | -1 \ Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 18 uL uL uL R1 uL
Decreased | 18 | [ 20 JuL | 180 | uL R2 uL
Increased [ | [ JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 28 | | 530 ‘ 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 :l
Twin Chemistry [ ] :l Enzyme Linear Extension
I:' Prozone Check
oo 1 o [T wvi [JCJ o | | o4 | ] v [ 1
os [ 1 o6 [ vs 10 rc | ] pc2 | | L 101
I:' Sample Pretreatment \:’ Control Pretreatment I:’ Calibrator Pretreatment
[ ] Pretreat Sample Vol |:| ul Pretreat Sample Vol :| ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear | I:l Bottle Changed
Factor I:| Replicates |:| Lot Changed
I:l Cal Time
ACCEPTANCE LIMITS
Cal Time I:l Hour
Slope Diff | sp [ ]
Sensitivity :| Repeatability

Deter Coeff I:l

ACCENT-200 UIBC (I GENERACJA /I GENERATION / I [TIOKOJIEHHUE)

str. / page / ctp. 9/10
51_03_03_066 02

Data wydania / Date of issue / Jlara co3panus:. 05.2022

ACCENT-200 UIBC (Il GENERACIJA / Il GENERATION / I [TOKOJIEHUE)

51_03_03_066_02

str. / page / ctp. 10/10




