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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania catkowitej zdolnosci
wigzania zelaza, przeznaczony do wykonywania oznaczen
na automatycznych analizatorach: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320.

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

WPROWADZENIE

Nosénikiem zelaza we krwi jest biatko - apotransferyna.
Kompleks apotransferyna-Fe (III) jest zwany transferyna.
Normalnie tylko okoto 1/3 miejsc wigzania zelaza
na transferynie jest zajmowana przez Fe (III). TIBC
(ang. Total iron-binding capacity) jest miara maksymalnego
stezenia zelaza, ktore moze by¢ zwigzane przez transferyne.
Poziom TIBC w surowicy zmienia si¢ W schorzeniach
zwigzanych z metabolizmem zelaza np.: zaleznos$¢
podwyzszonego poziomu TIBC przy niskim poziomie Zelaza
jest uzyteczna w diagnozowaniu i kontroli niedokrwistosci
z niedoboru zelaza i w poznym okresie cigzy. Obnizony poziom
TIBC moze  wskazywa¢ na  stany  chorobowe
takie jak niedokrwisto$¢ w przebiegu chordb przewlektych,
hemochromatoza, inne niedokrwisto$ci, talasemia, marsko$¢
watroby czy nowotwory.

ZASADA METODY

Metoda kolorymetryczna z chromazurolem B, bezposrednia.
Reakcja przebiega dwuetapowo:

1. Probka zostaje dodana do pierwszego odczynnika
1-Reagent, kwasnego buforu zawierajacego  zelazo
oraz barwnik wigzacy zelazo (Chromazurol B). Niskie pH
odczynnika powoduje uwolnienie Zelaza z transferyny.
Powstajacy kompleks zawiera zardwno zelazo z surowicy
jak i nadmiar Zelaza obecny w 1-Reagent.

Fe** + Chromazurol B + Fe-transferyna _!§ Fe-Chromazurol B
+ transferyna

2. Po dodaniu neutralnego buforu 2-Reagent nastepuje zmiana
pH, co zwigksza powinowactwo transferyny i zelaza.
Transferyna z surowicy wigze zelazo oddzielajac
je z kompleksu zelazo-barwnik. Obserwowany spadek
absorbancji barwnego kompleksu zelazo-barwnik jest wprost
proporcjonalny do catkowitej zdolnosci wigzania zelaza
w probce surowicy.

Fe-Chromazurol B + transferyna P! °b°J?;‘""' Fe-transferyna +Fe-
Chromazurol B

ACCENT-200 dTIBC

ODCZYNNIKI
Sklad zestawu
1-Reagent 1x23ml
2-Reagent Ix6ml
Tlosci testow:
ACCENT-200 100
ACCENT-200 II GEN 100
ACCENT-2208 100
ACCENT S120 140
ACCENT MC240 140
ACCENT M320 140

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwato§¢ do daty wazno$ci podanej na opakowaniu.
Odczynniki przechowywane na poktadzie aparatu s stabilne
przez 6 tygodni.

Stezenia skladnikéw w zestawie

1-Reagent
octan sodu 200 mmol/l
chlorek zelaza 0,02 mmol/l

chromazurol B

bromek heksadecylotrimetyloamoniowy
(CTAB)

stabilizatory, konserwanty

2-Reagent

wodoroweglan sodu

bufor, stabilizatory, konserwanty

< 0,25 mmol/l
< 3,0 mmol/l

325 mmol/l

Ostrzezenia i uwagi

=  Nie zamraza¢ odczynnikow.

=  Chroni¢ przed bezposrednim §wiattem stonecznym,
zanieczyszczeniem i dostgpem powietrza!

=  Aby unikna¢ niebezpieczefstwa zanieczyszczenia probki
jonami zelaza zalecane jest uzywanie naczyn i kuwet
plastikowych jednorazowego uzytku.

= Ze wzgledu na powszechne wystgpowanie zelaza
w $rodowisku nalezy postgpowa¢ w sposob ograniczajacy
mozliwo$¢ zanieczyszczenia naczyn laboratoryjnych,
wody i odczynnikow jonami zelaza.

= Do wewnetrznej kontroli jako$ci, polecamy stosowanie
niemrozonych surowic kontrolnych.

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

MATERIAL BIOLOGICZNY

Surowica bez $ladow hemolizy. Niedoktadne wykrzepianie,
skutkujace obecnoscia fibryny w probee surowicy, powoduje
nieswoiste interferencje w badaniu TIBC.

Nie wuzywa¢ osocza ze wzgledu na interferencje
z antykoagulantami.

Surowica moze by¢ przechowywana do 3 dni w temp. 2-8°C
lub do 6 miesigcy w temp. -20°C lub diuzej w temp. -70°C.
Jednak polecamy wykonywa¢ badania na $wiezo pobranym
materiale biologicznym!
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WYKONANIE OZNACZENIA

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

Do  wykonania  proby  zerowej nalezy  uzywaé
wody dejonizowane;j.

Wymagane dzialania:
W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S moze

=  Specyficzno$¢ / Interferencje

Hemoglobina do 1,25 g/dl, kwas askorbinowy do 31 mg/l,
bilirubina do 20 mg/dl, triglicerydy do 1000 mg/dl,
miedz do 3 mg/dl, cynk do 250 pg/dl, zelazo do 357,5 pg/dl,
Desferal do 11,5 pg/ml, Cuprimine do 250 pg/dl i Iron Dextran
(Imferon) do 1430 pg/dl nie wptywaja na wyniki oznaczenia.

= Precyzja

wystapic, wplywajacy na wyniki oznaczef, Powtarzalnos¢ Srednia | SD cv
efekt przeniesienia pomigdzy odczynnikami. W celu (run to run) [ug/dl] | [ng/dl] | [%]
unikni¢cia tego efektu, oznaczenie catkowitej zdolno$ci ACCENT-200 poziom 1 226 224 | 0,99
wigzania zelaza z uzyciem odczynnika ACCENT-200 dTIBC n=10 poziom 2 341 3,30 | 097
nalezy wykonywac, jesli to mozliwe, w_osobnym zleceniu ACCENT MC240 | poziom 1 | 224,87 1,99 0,88
stosujac  si¢ do zalecen zawartych w  instrukcji: n=20 poziom 2 | 322,59 1,91 0,59
51_03_24_001_ACCENT-200_CARRYOVER. Odtwarzalno$¢ Srednia | SD Ccv
) (day to day) [ug/dl] | [ne/dl] | [%]
WARTOSCI PRAWIDLOWE ? ACCENT-200 poziom 1 362 4,31 1,19
surowica pg/dl pmol/l n=10 poziom 2 248 4,73 1191
dorosli 250 — 425 44,8 -71,6 ACCENT MC240 | poziom 1 | 229,6 3,19 1,4
Zalecane jest opracowanie przez kazde laboratorium wlasnych n=80 poziom2 | 325,1 6,82 2,1

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).
Do kalibracji analizatorow automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S ACCENT S120,
ACCENT MC240, ACCENT M320, nalezy stosowac
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;
5-176) lub CORMAY MULTICALIBRATOR LEVEL 2
(Nr kat. 5-175; 5-177) w zalezno$ci od numeru serii
kalibratora. Jako kalibratora 0 nalezy uzywal wody
dejonizowane;j.

Krzywa kalibracyjna powinna by¢ sporzadzana co 6 tygodni,
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. je$li 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
rdzni¢ si¢ od podanych.

= Czulosé
101 pg/dl (18,08 umol/l) - ACCENT-200

= LOQ

110 pg/dl (19,7 umol/l) - ACCENT MC240

= Liniowos$¢

do 600 ng/dl (107,4 pmol/l) - ACCENT-200
do 400 pg/dl (71,6 pmol/l) - ACCENT MC240

Dla  wyzszych stgzen  probk¢ nalezy  rozcienczy¢
0,9% roztworem NaCl, oznaczenie powtorzy¢, a wynik
pomnozy¢ przez wspotczynnik rozcieficzenia.

ACCENT-200 dTIBC

=  Poréwnanie metody

Porownanie  wynikow  oznaczen TIBC otrzymanych
na ACCENT-200 (y) i na ADVIA 1650 (x), z uzyciem
49 probek, dato nastepujace wyniki:

y =0,9454 x +9,7886 ng/dl;

R=0,952 (R — wspotczynnik korelacji)

Poréwnanie =~ wynikow  oznaczefi TIBC  otrzymanych
na ACCENT MC240 (y) i na BS-400 (x), z uzyciem 60 probek
surowicy, dato nastgpujace wyniki:

y=1,0578 x - 11,677 pg/dl;

R=0,995 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit for determination of total iron binding capacity
intended to use in automatic analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240 and ACCENT M320.
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

Iron is transported as Fe (III) bound to the apotransferrin.
The apotransferrin-Fe (III) complex is called transferrin.
Normally only about one third of the iron binding sites
of transferrin are occupied by Fe (IIT). TIBC (Total iron-binding
capacity) is a measurement for the maximum iron concentration
that transferrin can bind.

Serum TIBC levels vary in disorders of iron metabolism,
e.g. elevated TIBC level when iron levels are low is useful
in the diagnosis and monitoring of iron deficiency anaemia
and also anaemia in late pregnancy. Decreased level of TIBC
may indicate disorders such as anaemia associated with chronic
inflammatory disorders, haemochromatosis, other anaemias,
thalassemia, cirrhosis and malignancies.

METHOD PRINCIPLE

Colorimetric method, direct, with chromazurol B.

The assay consists of 2 reaction steps:

1. The sample is added to 1-Reagent acidic buffer
which contains excess iron and iron-binding dye (Chromazurol
B). The low pH causes transferrin to release all iron atoms
which then are bound by the iron-binding dye along with the
excess iron, producing a coloured dye-
iron complex.

Fe** + Chromazurol B + Fe-transferrin § Fe-Chromazurol B
+ transferrin

2. Neutral buffer 2-Reagent addition results in pH change
and causes a large increase in affinity of transferrin for iron.
Then serum transferrin rapidly binding iron ions separating
it from the dye-iron complex. The observed decrease
in the absorbance of a coloured dye-iron complex is directly
proportional to the total iron-binding capacity TIBC
in the serum sample.

Fe-Chromazurol B + transferrin P2 ndl Fe-transferrin +Fe-
Chromazurol B

REAGENTS

Package

1-Reagent 1x23ml
2-Reagent 1x6ml

The reagents when stored at 2-8°C are stable up to expiry date
printed on the package. The reagents are stable for 6 weeks
on board the analyzer.

ACCENT-200 dTIBC

Concentrations in the test
1-Reagent

sodium acetate

iron chloride

chromazurol B
hexadecyltrimethylammonium bromide
(CTAB)

preservatives, conservants
2-Reagent

sodium bicarbonate

buffer, preservatives, conservants

200 mmol/l
0.02 mmol/l
<0.25 mmol/l
< 3.0 mmol/l

325 mmol/l

‘Warnings and notes

= Do not freeze the reagents.

= Protect from direct sunlight, air and avoid contamination!

= Contaminated glassware is the greatest source of error.
The use of disposable plastic ware is recommended.

= Because of the great quantities of iron in the environment,
scrupulous care is necessary to ensure that glassware, water
and reagents do not become contaminated with iron.

= For internal quality control non frozen control serum
is recommended.

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

SPECIMEN

Serum free from haemolysis. Presence of fibrin in the serum
sample caused by incomplete clot formation causes
non-specific interference with TIBC determination.

Do not use plasma samples as anticoagulants affect TIBC
test results.

Serum can be stored up to 3 days at 4°C or up to 6 months
at -20°C or also at -70°C indefinitely.

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 there is a probability
of cross-contamination affecting the tests results. When
it is possible, the tests for determination of total iron binding
capacity, using the ACCENT-200 dTIBC, should
be performed in the separate order
(follow the recommendations contained in the instruction
51_03_24 001_ACCENT-200_CARRYOVER).

REFERENCE VALUES ?
serum pg/dl pmol/l
adults 250 — 425 44.8-71.6
It is recommended for each laboratory to establish its own
reference ranges for local population.
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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 the CORMAY
MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176)
or CORMAY MULTICALIBRATOR LEVEL 2
(Cat. No 5-175; 5-177) is recommended depending
on the calibrator lot number. Deionised water should be used
as a calibrator 0.

The calibration curve should be prepared every 6 weeks,
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 is used.

= Sensitivity
101 pg/dl (18.08 umol/l) - ACCENT-200

= LOQ
110 pg/dl (19.7 umol/l) - ACCENT MC240

=  Linearity
up to 600 pg/dl (107.4 pmol/l) - ACCENT-200
up to 400 pg/dl (71.6 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 up to 1.25 g/dl, ascorbate up to 31 mg/l, bilirubin
up to 20 mg/dl, triglycerides up to 1000 mg/dl, copper
up to 3 mg/dl, zinc up to 250 pg/dl, iron up to 357.5 pg/dl,
Desferal up to 11.5 pg/ml, Cuprimine up to 250 pg/dl
and Iron Dextran (Imferon) up to 1430 pg/ml do not interfere
with the test.

= Precision

Repeatability Mean SD CvV

(run to run) [pg/dl] | [pe/dl] | [%]
ACCENT-200 level 1 226 2.24 0.99
n=10 level 2 341 3.30 0.97
ACCENT MC240 | level 1 | 224.87 1.99 0.88
n=20 level 2 | 322.59 1.91 0.59
Reproducibility Mean SD CvV

(day to day [ug/dl] | [pg/di] | [%]
ACCENT-200 level 1 362 431 1.19
n=10 level 2 248 4.73 1.91
ACCENT MC240 | level 1 229.6 3.19 1.4
n=80 level 2 325.1 6.82 2.1

=  Method comparison

A comparison between TIBC values determined
at ACCENT-200 (y) and at ADVIA 1650 (x) using 49 samples
gave following results:

y =0.9454 x +9.7886 pg/dl;

R=0.952 (R — correlation coefficient)

ACCENT-200 dTIBC

A comparison between TIBC values determined
at ACCENT MC240 (y) and at BS-400 (x) using 60 serum
samples gave following results:

y=1.0578 x - 11.677 pg/dl;

R=0.995 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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MPEAINOJIATAEMOE UCITIOJIb30BAHUE
JIMarHOCTHYeCKHil ~ Habop Uil ompejeneHHst — obmieit
JKENIe30CBS3bIBAIONICH  CIIOCOOHOCTH  (IpsAMOHl  MeTox),
OpeHa3HAYeH [l HCIONb30BAaHMS HA aBTOMATHYECKUX
OMOXUMHYECKUX aHaITM3aTopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240 u ACCENT M320.

PeareHThl JOJKHBI HCIOIB30BATHCS TOJNBKO JUIS JHATHOCTHKU
in vitro, KBaIM(UIMPOBAHHBIM JAOOPATOPHBIM IEPCOHATIOM,
B UemAX, A0 KOTOPBIX ~ OHH  HpeJHA3HAYCHEI,
B COOTBETCTBYIOIIHX JTA00PATOPHBIX YCIOBHSX.

BBEJIEHUE

Keneso mupkymupyer B ceiBopoTke B Buze Fe (I11), cBsa3annoro
¢ Oenkom miasmbl  anotpaHcheppunom.  Komruiekc
amotpancdeppur-Fe  (III) naseBaeTcs  TpaHC(eppUHOM.
OOBIYHO TONBKO OKOJIO TPETH CBSI3bIBAIOIIUX CAHTOB
Tpancdeppuna 3ansaro Fe (IIT). OXKCC mpencrasnsier coboit
MaKCHMaNbHYI0 KOHIIGHTPAIHIO JKENe3a, KOTOPYK MOXKET
CBA3aTh TPAHC(EPPHH.

Vposens OJKCC B cHIBOPOTKE H3MEHSETCS TIPH paccTpoiicTBax
Mertabonusma skene3a. Hampumep, couyeranue MOBBIICHHOTO
ypoBua OXCC ¢ HH3KMM COZEp/KAaHHMEM JKeje3a SBIIACTCS
KpHUTEpHEeM npu JIMATHOCTHKE " MOHHTOPHHIe
Kene301e(PUIMTHOH aHeMUH, a TaKKe aHEeMHH Ha IO3THHUX
cpokax Oepemennoctn. CHmxeHHbIi ypoBers OJXKCC moxer
yKasblBaTh Ha Takue 3a00JeBaHUs KaK aHEMHMs, CBS3aHHas
C  XPOHHMYECKHMH  BOCTAIUTENBHBIMH  3a00JEBaHMSIMH,
TeMOXpOMaTo3, npyrue aHEeMHH,
IUPPO3 MIEYEHH U paK.

TaACCeMHUsI,

NPUHUII METOJA

Konopumerpudeckuit MeTo, IpsiMoH, ¢ Xpomasypoiiom B.
AHaNN3 COCTOMT M3 2 CTa i peaKInu:

1. K obpasuy moGasisitor 1-Reagent- kucnotHoii Gydep,
KOTOPBIH COJEPKUT M30BITOK JKeNe3a H 3Kele30-CBA3bIBAIOIIHI
KpacuTens (xpomasypon B). Ilpn mmskom pH mpusogut
K BBICBOOOXKICHHIO aTOMOB Kele3a M3 TpaHC(heppHHA KOTOPbIE
3aTeM O00pa3loT KOMIUIGKC C IIBETHBIM  KpacHTEleM.
IMosy4eHHBIH KOMILIEKC COACPIKUT KaK CBIBOPOTOYHOE XKEIE30
1 M30BITOK JKene3a MPUCYTCTBYIomuii B 1-Reagent.

Fe**+Xpomasypon B+Fe-rpancdeppun —H=p  Fe-xpomasypon
B-+rpancheppun

2. B pesymprate wu3menenuss pH mnocie jgobaBiieHust
HelTpanbHOro Gydepa (2-Reagent) cpoxctBo TpaHcheppuna
K OKenesy  pesko  yBeinmumBaercs.  ChIBOPOTOYHBII
TpaHCcQeppuH OBICTPO CBA3BIBACT JKENE30, OTIENAA €ro
OT KOMIUIEKca ¢ KpacuTendeM. HaOmrogaemoe CHIDKEHHE
ONTHYECKOH IUIOTHOCTH IIBETHOTO KOMILIEKCA  IIPSIMO
npomnopuroHansHo OXKCC B 06pasnax CEIBOPOTKH.

Fe-xpomasypou B + tpancdeppun RHLucipabiig Fe_rpapcdeppun +
Fe-Xpomasypon B

ACCENT-200 dTIBC

PEATEHTbBI

CocraB Ha0opa

1-Reagent 1x23 mn
2-Reagent 1x6Mn

TIpu Temmnepatype 2-8°C, peareHThl COXPaHSIOT CTaOMIBHOCTh
B TEUCHHE BCErO CPOKA FOJHOCTH, yKa3aHHOTO Ha YIaKOBKE.
PearenTsl Ha OOpTY anmapara cTaOMIBHBI 6 HEEIb.

KonueHTpauun KOMIIOHEHTOB B peareHTax
1-Reagent

aleTaT HaTpus

XJIOPHJL JKeTie3a

Xpomasypoi B

OPOMHI TeKcaIeMITPUMETUIAMMOHHUS
(CTAB)

CTabWIM3aTOPBI, KOHCEPBAHTHI
2-Reagent

OukapOoHaT HaTpHs

Oydep, cTabuIn3aToOPhI, KOHCEPBAHTHI

200 MMoIB/N
0,02 mmouts/n
< 0,25 MMOIIB/IT
< 3,0 MMOJIB/JT

325 mmonb/n

IIpenocrepe:xeHns: H NPUMeYAHHS

=  He 3aMopaxuBaTh PearcHTOB.

= JlpemoxpaHATh OT TIPSMOTO  CBETAa, 3arpsA3HEHUS
U Bo3yxa!

=  3arpssHeHHas CTEKISHHAs II0Cy[a SBIACTCS ITIaBHBIM
MCTOYHUKOM OIIHOOK. PCKOMCH}IyGTCH HCIOJIb30BaTh
OJIHOPa30BYIO IJIACTUKOBYIO IIOCYAY.

= M3-3a GONBIIOrO KONHMYECTBA JKeI€3a B OKPYKArOUIEH
cpeze, He0OX0IUMO CIICANTD 3a TEM, YTOOBI HCHIONIB3yeMast
nmabopaTopHasl TOCyJa, BOJA M PEAreHThl HE OBLIH
3aTPS3HEHBI JKETE30M.

= Jlnd BHYTPEHHEro KOHTPOJS KauecTBa PEKOMEHIYeTCs
HCIIOJIb30BaTh HE3aMOPOKCHHBIC KOHTPOJIBHBIC
CBIBOPOTKH.

= BHUMaTeNbHO MPOYMTAlTE MAcHOpPT  OE30MAaCHOCTH
xumuueckor npoaykuun (MSDS), xoTtopslit cogepkur
nojpobHyr0 MHQOpMaIMIO O MHpaBUIaX OE30IaCHOTO
XpaHCHHS 1 UCIIOJIB30BAHUSA TOBApa.

BAOJOTAYECKHUIA MATEPHAJI

ChiBopoTKa 0e3 ciefoB remonu3a. Hammume (ubpuna
B 00pasiie CHIBOPOTKH B Pe3y/IbTaTe HEMOIHOTO 00pa30BaHMs
Cr'yCTKa BBI3bIBACT HeCHCHU(HISCKHUE TOMEXH TIPH U3MEPEHHHI
OXCC.

Il7a3My B KauecTBE MCCIELYEeMOro MaTepHala MCHOJIb30BaTh
Hemb3s, T. K. AHTHKOAryJIHTHl BIUAIOT Ha Pe3yJIbTaThl
nsmepenust OXKCC.

CBIBOPOTKA MOXKET XpaHuThcid g0 3 nHed mnpu 2-8°C,
110 6 mecsues npu -20°C win gosnsiie npu -70°C.

TeM He MeHee, PEKOMEHIYeTCsl HPOU3BOAUTH HCCIICIOBAHUS
Ha CBEXKEB3STOM OHOJIOTHYECKOM MaTepHae!

MNPOLEIYPA OIIPEJAEJIEHUSA

1-Reagent u 2-Reagent roToBBI K UCIIOJIb30BAHUIO.

B  kayectBe ONaHKa  PEKOMEHIYETCS  MCIOJB30BaTh
JICHOHN30BaHHYIO BOTTY.
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Heo0xoaumble aeiicTBus:

IIpu BbInoIHEHUH aHaNU30B Ha aHanu3atopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S B03MOKHO HCKa)KEHHE
pe3y/ibTaTOB  AHAIM30B,  BBI3BAHHOC  HEPEKPECTHBIM
3arpsi3HeHHeM MEXLY peareHTaMH.
Ilo BO3MOXHOCTH TeCThl Ha  ONpeleneHue  obmieit
JKENIe30CBS3BIBAIONICH  CIIOCOOHOCTH € HCIOJB30BaHHEM
Habopa ACCENT-200 dTIBC nomkHBI OBITH MPOBEACHBI
OT/ENBHO (CHeLyHTe pEKOMEHIAIMAM, COICpIKAIMMCS B
nHcTpyKimu 51_03_24_001_ACCENT-200_CARRYOVER).

PE®EPEHTHBIE BEJIMYUHBI *

‘ CBIBOPOTKA | MKT/u1 | MKMOJIB/TT ‘
‘ B3pOCIIbIC | 250 — 425 | 44.8-171.6 ‘
Kaxnoit maboparopuu pEeKOMEHIYeTCs YCTAaHOBUTH CBOH
COOCTBEHHBIE HOPMBI, XapakTepHbIE Uil 00CIeLyeMOro
KOHTHHI'CHTA.

KOHTPO.JIb KAYECTBA

Jlnd  BHYTPEHHErO KOHTPONISI KauecTBAa PEKOMEHIyeTcs
HCTIONB30BaTh KOHTpoJbHbIE chiBopoTkn CORMAY SERUM
HN (Kar.Ne 5-172) 1 CORMAY SERUM HP (Kar.Ne 5-173)
JUIS KaXKJI0H cepuu n3MepeHuii.

Jlnst KaIMOPOBKH ABTOMATHYECKUX aHAJIM3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320,
peKoMeHIyeTcs HCII0JIb30BaTh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174; 5-176)
wm CORMAY MULTICALIBRATOR LEVEL 2
(Kar.Ne 5-175; 5-177) B 3aBHCHMOCTH OT HOMepa cepuH
KajuoparopoB. B kauectBe 0-kanmOpartopa pekoMeHayeTcs
HCIIOJB30BaTh ISHOHW30BAaHHYIO BOTY.

KanuOpoBouHyr0 KpHBYIO CIIEAYeT COCTaBIATH Kaxk/ble
6 Hezenb, NPU KAKJIOH CMEHE JIOTa PEarcHTa WIH, eCIH
Ppe3ysbTaThl KOHTPOJIS KaUueCTBa HE MOMAAl0T B ped)epeHTHBII
JIMaIa30H.

XAPAKTEPUCTHUKH ONNPEJEJIEHUS
DTH METPOJIOTMYECKUE XapaKTEPHCTHKH OBUIN MOJIYYEHBI TIPH
HCIIOJB30BaHHH ABTOMATUYECKHX aHAJIM3aTOPOB:
ACCENT-200 1 ACCENT MC240. Pe3ynbrathl, o1y4eHHbIe
Ha JIPYyIUX aHAIH3aTOPaX, MOTYT OTJIMYAThCS.

*  YyBCTBHTEJIBHOCTH
101 mxr/nn (18,08 mxmois/i) - ACCENT-200

= LOQ
110 mxr/ma (19,7 mxmons/m) — ACCENT MC240

= JluneiiHOCTH
110 600 mxr/mn (107,4 mxmoins/nm) - ACCENT-200
110 400 mxr/mn (71,6 mxmons/n) — ACCENT MC240

B ciydae Gonee BBICOKMX KOHIEHTpaIWii, pa3baBbTe mpolOy
0,9% NaCl u moBTopuTe HccienoBanue. Pe3ynbraT yMHOXbTE
Ha (akTop pa3BeieHN.

= Cnemuduynocts / UnTepdepermun

Temorno6un mo 1,25 r/mn, ackop6at g0 31 mr/n, GumupyouH
110 20 mr/m, Tpurmunepuast 1o 1000 mr/mn, meas 1o 3 mMr/an
H 1MHK 10 250 MKr/mi, xenezo o 357,5 mxr/m, dechepan
no 11,5 mkr/mn, Lynpumune mo 250 mkr/mm m Jlekctpan
Kenesa (Mmbepon) 1o 1430 MKI//11 He BIUSIOT Ha PE3YJIbTaThI
HM3MEPEHUMH.

ACCENT-200 dTIBC

=  TouHocTh

TloBTOpsieMocTh Cpennee SD Ccv
(MeXITy cepusMu) [Mir/mn] | [mkr/m) [%]
ACCENT-200 ypoBeHs | 226 2,24 0,99
n=10 YpOBeHb 2 341 3,30 0,97
ACCENT MC240 | yposens | 224,87 1,99 0,88
n=20 YpOBEHB 2 322,59 1,91 0,59
BocnponsBogumocTs Cpennee SD Ccv

(130 1HSI B ICHb) [Mir/mn] | [Mkr/mr) [%]
ACCENT-200 ypoBeHs 1 362 431 1,19
n=10 YpOBEHB 2 248 4,73 1,91
ACCENT MC240 | yposens | 229,6 3,19 1,4
n=80 YPOBEHb 2 325,1 6,82 2,1

= CpaBHeHHe MeTOJa

CpaBuenue pesynbratoB ompenenenus TIBC, momydeHHbIX
Ha ACCENT-200 (y) u na ADVIA 1650 (x)
¢ ucnosub3oBaHMeM 49  0o0pasnoB  Jano - CieAylolue

Pe3yJbTaThI:
y =0,9454 x + 9,7886 MKr/mm;
R =10,952 (R — k03 punuenT Koppensuum)

Cpasuenne pesynbratoB omnpeenenust TIBC, momyd4eHHbIX
Ha ACCENT MC240 (y) u na BS-400 (X) ¢ ucrons30BaHuEM
60 06pa3sIoB CHIBOPOTKH JAJI0 CIE/IYOIIUE PE3yIIbTAThI:
y=1,0578 x — 11,677 mxr/a;

R =0,995 (R — ko3 durmenT xoppemnsimm)

YTUJIN3ALUS OTXOA0B
B cooTBercTBHY € IOKANIBHBIMU TPEOOBAHUSIMHU.
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PROGRAM NA ANALIZATORY / APPLICATION for / ATATITAIMSA nasi:

e ACCENT-200

Parameters

Test Name dTIBC R1 180

Test No 65 R2 45

Full Name Total  Iron Sample Volume 135
Binding
Capacity

Reference No | 65 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 670 nm Concentration 101 {600

Secon. Wave. Linearity Limit

Trend Decrease Substrate Limit

Reac. Time -1 | 17 Factor

Incuba. Time |20 |:| Prozone check

Unit pg/dl

Precision Integer ql I:l q2 I:l q3 D q4 I:l

PC | | Abs| |

Calibration Rule

Rule Two-Point Linear

Sensitivity 0

Replicates 3

Interval (day) 42

Difference Limit 0

SD 0

Blank Response | 0| 50000

Error Limit 0

Coefficient 0

e ACCENT-200 II GEN

Parameters

Test Name dTIBC R1 180

Test No 65 R2 45

Full Name Total  Iron Sample Volume 135
Binding
Capacity

Reference No | 65 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 670 nm Concentration 100 [ 600

Secon. Wave. Linearity Limit

Trend Decrease Substrate Limit

Reac. Time -1 | 17 Factor

Incuba. Time |20 |:| Prozone check

Unit pg/dl

Precision Integer ql I:l q2 I:l q3 D q4 I:l

PC | | Abs| |

Calibration Rule

Rule Two-Point Linear
Sensitivity 0

Replicates 3

Interval (day) 42

Difference Limit 0

SD 0

Blank Response 0 [50000

Error Limit 0

Coefficient 0

ACCENT-200 dTIBC

e ACCENT-2208

Parameters

Test dTIBC

No 65

Full Name Total  Iron
Binding
Capacity

Standard No | 65

Reac. Type Endpoint

Pri. Wave. 670 nm

Sec. Wave.

Direction Decrease

Reac. Time -2 | 35

Incuba. Time |19

Unit pg/dl

Precision Integer

Calibration Rule

R1 200
R2 50
Sample Volume 15
R1 Blank

Mixed Rtg. Blank
Linearity Range 100|520
Linearity Limit
Substrate Limit
Factor

D Prozone check

al [ o2 (a3 [ Jaa[]

pC | |

Abs | |

Rule Two-point Linear
Sensitivity 1

Replicates 3

Interval (day) 42

Difference Limit 0

SD 0

Blank Response |0 | 50000

Error Limit 0

Coefficient 0

51_03_03_032_04
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e ACCENT S120

Chem [dTIBC | No.[__o065 | Sample Type
Chemistry [ dTIBC | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave [ 670nm ] Sec Wave I:l
Unit [ ug/dL | Decimal [0 ]
Incubation Time
Blank Time [-3 | [-1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 9 uL uL uL RI uL
Decreased | 9 | uL [ 20 Ju [ 180 ] uL R2 uL
Increased [ ] uL [ JuL | | uL
:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 112 ‘ ‘ 540 ‘ Linearity Limit ‘ |
Linearity Range (Decreased) \ \ [ \ Substrate Depletion [ |
Linearity Range (Increased) \ | | Mixed Blank Abs [__-40000 ] ]
RIBlank Abs 40000 |  [__40000 | On-board Stability [ ] Dav(s)
Blank Response [ -40000 | [ 40000 ] Reagent Alarm Limit I:l
Twin Chemistry ‘ ‘ [:l Enzvme Linear Extension
l:l Prozone Check
oo [ 1 o2 [ 1 wvi 1L 1 o3[ | o4 | | ove 1 [
os 1 oo [ v3 101 ral ] pc2 | | [ Iy
:l Sample Pretreatment :l Control Pretreatment I:l Calibrator Pretreatment
| ‘ Pretreat Sample Vol |:| uL Pretreat Sample Vol I:] ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point linear | [ Bottle Changed
Factor I:' Renlicates I:' Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slove Diff ] sp [
Sensitivity I:l Repeatability
Deter Coeff :l

ACCENT-200 dTIBC

51_03_03_032_04
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e ACCENT MC240

Chem [dTIBC | No.[_ o065 | Sample Type
Chemistry [ dTIBC | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave | 660 nm | Sec Wave l:l
Unit [ ug/dL | Decimal D
Incubation Time
Blank Time [ -3 | [-1 | Reaction Time
Standand Samggle Vol . Aspirated W Diluent o - Realize(r)n VoluL
Decreased | 9 | uL [ 20 Ju [ 180 ] uL R2 uL
Increased [ ] uL [ JuL [ gns
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 110 ‘ | 400 ‘ Linearity Limit ‘ |
Linearity Range (D 1) ‘ ‘ | ‘ Substrate Depletion [ |
Linearity Range (Increased) [ | [ | Mixed Blank Abs [___-35000 ] [__35000 ]
R1 Blank Abs [ -35000 ] [ 35000 ] On-board Stability | Dav(s)
Blank Response [ 235000 | [ 35000 | Reagent Alarm Limit \:’
Twin Chemistry \ \ :l Enzyme Linear Extension
I:l Prozone Check
oo 1 o [ vt I o3[ | o4 | | v2 | 1
os 1 os [ v [0 1epcrl ] pc2 | | I ] 1
:l Sample Pretreatment :l Control Pretreatment I:l Calibrator Pretreatment
[ | Pretreat Sample Vol I:l ulL Pretreat Sample Vol I:l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear ] |:| Bottle Changed
Factor :l Replicates |:| Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time I:l Hour
Slove Diff ] sop [
Sensitivity :l Reneatability
Deter Coeff |:|

ACCENT-200 dTIBC

51_03_03_032_04
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e ACCENT M320

Chem [ dTIBC | No.[_065 ] Sample Type

Chemistry [dTIBC | Print name

Reaction Type [ Endpoint ] Reaction Direction

Pri Wave [ 660 nm ] SeeWave [ ]

Unit [ ug/dL ] Decimal Cl
Incubation Time

Blank Time [ -3 | [-1 ] Reaction Time -
Sandard Sampgle Vol o Aspirated . Diluent . - Realize(l;t VolLlL
Decreased | 9 ] L [ 20 JuL | 180 ] uL R2 ms

Increased [ | uL | JuL | ] uL

I:’ Sample Blank

Auto Rerun

Linearity range (Standard) [ 17 | \ 590 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ | \ ] Mixed Blank Abs 35000 ] [35000 ]
RIBlank Abs 35000 |  [_35000 ] On-board Stability [ | Dav(s)
Blank Response | 35000 | [ 35000 | Reagent Alarm Limit :
Twin Chemistry | ] :l Enzyme Linear Extension
|:| Prozone Check
oo 1 o2 [T vi LI o3| | o4 [ | ove [
os 1 os [ v3 L ral | pc2 | I I i
\:’ Sample Pretreatment I: Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol :l ul Pretreat Sample Vol : ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear | :l Bottle Changed
Factor l:| Replicates l:l Lot Changed
:' Cal Time

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

ACCENT-200 dTIBC
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