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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia ferrytyny,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 II 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

Ferrytyna jest biatkiem o masie molekularnej ok. 450 kD
zawierajacym zelazo. Wystgpuje gtéwnie w ludzkiej watrobie
i $ledzionie, gdzie pei funkcje eliminacji i przechowywania
zelaza, a takze w niewielkich ilosciach znajduje si¢ w ludzkiej
surowicy. Zmiany ilo$ci ferrytyny sa zgodne z obiegiem
zelaza w organizmie atakze moga wystapi¢ na skutek
zapalenia watroby i guzéw zlosliwych. Wzrost poziomu
ferrytyny mozna zaobserwowa¢ w wyniku destrukcji komérek
lub produkcji komdérek nowotworowych niezaleznych
od zapaséw zelaza. Dlatego tez, pomiar poziomu ferrytyny
moze by¢ wykorzystywany w diagnozowaniu, leczeniu,
ocenie rozwoju i prognozowaniu pooperacyjnym wyzej
wymienionych stanéw chorobowych.

ZASADA METODY

W wyniku reakcji antygen-przeciwciato pomiedzy ferrytyna
(zawarta w probce) a przeciwcialami anty-ferrytynowymi
(zwigzanymi z czastkami lateksu) nastgpuje aglutynacja.
Jest ona wykrywana jako zmiana absorbancji przy A=572 nm
i jest wprost proporcjonalna do ilosci ferrytyny w prébcee.
Rzeczywiste stezenie ferrytyny jest nastgpnie wyznaczane
przez interpolacj¢ z krzywej Kkalibracyjnej sporzadzonej
z kalibratoréw o znanych warto$ciach ferrytyny.

ODCZYNNIKI

Sklad zestawu

1-REAGENT 1x25ml
2-REAGENT 1x11ml
Tlo$¢ testow

ACCENT-200 120
ACCENT-200 II GEN 120
ACCENT-220S 120
ACCENT S120 110
ACCENT MC240 110
ACCENT M320 110

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwato$¢ do daty waznosci podanej na opakowaniu.
Odczynniki przechowywane na pokladzie aparatu w 2-10°C
sg stabilne przez 10 tygodni.
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Stezenia sktadnikéw w zestawie

zawiesina czastek lateksu uczulonych

kréliczymi przeciwciatami anty-ferrytynowymi 0,07 w/v%
(PH7.3)

bufor glicynowy (pH 8,3)

konserwant

OSTRZEZENIA 1 UWAGI

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Po wykonaniu oznaczenia odczynniki przechowywac
w temp. 2-10°C w butelkach zamknigetych korkami.

= Nie zamienia¢ korkow.

= Odczynnikéw réznych serii nie nalezy zamieniaé
i mieszag.

= EUH210 Karta charakterystyki dostgpna na zadanie.

MATERIAL BIOLOGICZNY

Surowica.

Jesli test nie moze by¢ wykonany na $wiezym materiale
probki nalezy przechowywac¢ w temp. -20°C.

Unika¢ wielokrotnego zamrazania i rozmrazania probek.
Jednak polecamy wykonywaé badania na $§wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA
1-REAGENT i 2-REAGENT sg gotowe do uzycia.
Do wykonania proby zerowej nalezy uzywac¢ 0,9% NaCl.

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 I GEN, ACCENT-220S, moze
wystapi¢, wplywajacy na  wyniki oznaczen, efekt
przeniesienia pomigdzy odczynnikami: FERRUM II GEN -
FERRITIN, LACTATE — FERRITIN, UREA - FERRITIN.
W celu uniknigcia tego efektu nalezy zastosowac sig¢
do zalecen zawartych w instrukcji: 51_03_24_001_ACCENT-
200_CARRYOVER.

WARTOSCI PRAWIDLOWE ¢
surowica ng/ml
mezezyzni 20 - 250
kobiety 10-120

Zalecane jest opracowanie przez kazde laboratorium wilasnych
zakres6w ~ wartosci  prawidlowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jako$ci, do kazdej serii
oznaczef, nalezy dotacza¢ surowice kontrolne CORMAY
IMMUNO-CONTROL II (Nr kat. 4-290).

Do kalibracji analizator6w automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320 nalezy stosowac
CORMAY FERRITIN CALIBRATORS (Nr kat. 4-491).
Jako kalibratora 0 nalezy uzywac 0,9% NaCl.
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Krzywa kalibracyjna powinna by¢ sporzadzana co 4 tygodnie,
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 analizatoréw
automatycznych: ~ACCENT-200 i/lub HITACHI 917
i/lub ACCENT MC240 W przypadku przeprowadzenia
oznaczenia na innym analizatorze otrzymane wyniki moga
r6zni¢ si¢ od podanych.

= LOQ: 7,7 ng/ml - ACCENT-200
= Czulo$¢: 9,1 ng/ml - ACCENT MC240

=  Liniowo$¢:
do 850 ng/ml — ACCENT-200
do 1060 ng/ml — ACCENT MC240

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

=  Specyficzno$¢ / Interferencje

Hemoglobina do 0,98 g/dl, bilirubina do 62 mg/dl, RF
do 520 IU/ml, intralipid do 1000 mg/dl nie wplywaja
na wyniki oznaczenia.

= Precyzja

Powtarzalnos$é Srednia SD (&%

(run to run) [ng/ml] | [ng/ml] [%]
ACCENT-200 poziom 1 99,78 1,50 1,50
n=20 poziom 2 | 397,55 5,35 1,35
ACCENT MC240 | poziom 1 99,57 1,98 1,99
n=20 poziom 2 | 388,09 4,62 1,19
Odtwarzalnos¢ Srednia SD CV

(day to day) [ng/ml] | [ng/ml] [%]
ACCENT-200 poziom 1 101,3 4,03 4,0
n=80 poziom 2 | 413,5 8,30 2,0
ACCENT MC240 | poziom 1 97,8 3,49 3,6
n=80 poziom 2 | 3924 11,98 3,1

=  Poréwnanie metody

Poréwnanie wynik6w oznaczen ferrytyny wykonanych
na ACCENT-200 (y) i na ADVIA 1800 (x), z uzyciem
60 prébek surowicy, dato nastgpujace wyniki:

y =0,8883 x + 2,7104 ng/ml;

R =0,999 (R — wspétczynnik korelacji)

Poréwnanie wynik6w oznaczen ferrytyny wykonanych
na ACCENT MC240 (y) i na ADVIA 1800 (x), z uzyciem
49 prébek surowicy, dato nastgpujace wyniki:

y =0,9296 x — 7,1136 ng/ml;

R =0,997 (R — wspétczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowiazujacymi przepisami.
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INTENDED USE

Diagnostic kit for determination of ferritin concentration used
in automatic analysers: ACCENT-200, ACCENT-200 IT GEN,
ACCENT-220S, ACCENT S120, 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

Ferritin is an iron-containing protein with a molecular weight
of approximately 450 kD. It is found mainly in the human
liver and spleen, where its function is to eliminate and store
iron in the body, and is also found in small amounts in human
serum. This amount varies according to the movement of iron
in the body, and hepatitis and malignant tumors, may be seen
to increase due to cell destruction or tumor cell production,
independent of iron reserves. Consequently, the measurement
of ferritin is considered to be useful in the diagnosis,
treatment, assessment of disease progression,
and postoperative prognosis for such disease conditions.

METHOD PRINCIPLE

When an antigen-antibody reaction occurs between ferritin
in a sample and anti-ferritin antibody which has been
sensitized to latex particles, agglutination results.
This agglutination is detected as an absorbance change (572
nm), with the magnitude of the change being proportional
to the quantity of ferritin in the sample. The actual
concentration is then determined by interpolation
from a calibration curve prepared from calibrators of know
concentration.

REAGENTS

Package

1-REAGENT 1x25ml
2-REAGENT 1x 11 ml

The reagents when stored at 2-10°C are stable up to expiry
date printed on the package. The reagents are stable
for 10 weeks on board the analyser at 2-10°C.

Concentrations in the test

suspension of latex particles sensitized
with  anti-ferritin ~ (rabbit)  antibodies
(pH7.3)

glycine buffer solution (pH 8.3)
preservative

0.07 w/v%

WARNINGS AND NOTES

= Protect from direct sunlight and avoid contamination!

=  After measurements are taken, reagent bottles should
capped and kept at 2-10°C.

ACCENT-200 FERRITIN

= Do not interchange the caps of reagent bottles.

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

= EUH210 Safety data sheet available on request.

SPECIMEN

Serum.

If the test cannot be done immediately, the sample should
be placed in a tightly sealable container and stored at -20°C.
Repeated freezing and thawing should be avoided.
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.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 IT GEN, ACCENT-220S there is a probability
of cross-contamination affecting the tests results: FERRUM
II GEN - FERRITIN, LACTATE - FERRITIN, UREA -
FERRITIN. To avoid this effect follow
the recommendations contained in the instruction
51_03_24_001_ACCENT-200_CARRYOVER.

REFERENCE VALUES ¢
serum ng/ml
male 20 -250
female 10-120

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 IMMUNO-CONTROL II (Cat. No 4-290)
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
FERRITIN CALBRATORS kit (Cat. No 4-491)
is recommended. 0.9% NaCl should be used as a calibrator 0.
The calibration curve should be prepared every 4 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/or HITACHI 917 and/or
ACCENT MC240. Results may vary if a different instrument
is used.

= LOQ: 7.7 ng/ml — ACCENT-200

= Sensitivity: 9.1 ng/ml - ACCENT MC240
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= Linearity:
up to 850 ng/ml — ACCENT-200
up to 1060 ng/ml — 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 0.98 g/dl, bilirubin up to 62 mg/dl, RF
up to 520 IU/ml, intralipid up to 1000 mg/dl do not interfere
with the test.

=  Precision

Repeatability Mean SD Ccv

(run to run) [ng/ml] | [ng/ml] | [%]
ACCENT-200 level 1 99.78 1.50 1.50
n=20 level 2 397.55 5.35 1.35
ACCENT MC240 | level 1 99.57 1.98 1.99
n=20 level 2 388.09 | 4.62 1.19

Reproducibility Mean SD CV

(day to day) [ng/ml] | [ng/ml] | [%]
ACCENT-200 level 1 101.3 4.03 4.0
n=80 level 2 413.5 8.30 2.0
ACCENT MC240 | level 1 97.8 3.49 3.6
n=80 level 2 3924 11.98 3.1

=  Method comparison

A comparison between ferritin values determined
at ACCENT-200 (y) and at ADVIA 1800 (x) using
60 serum samples gave following results:

y =0.8883 x + 2.7104 ng/ml;

R =0.999 (R — correlation coefficient)

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

y =0.9296 x — 7.1136 ng/ml;

R =0.997 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements
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NPEANOJATAEMOE UCITIOJIb30BAHUE
Jluarnoctudeckuit HaboOp sl ONMpEAENeHUsS] KOHLEHTpPALUH
¢deppurnHa. Habop mpenHasHayeH Uil HCIIONB30OBAHMS
Ha ABTOMATHYECKHUX aHaJM3aTopax: ACCENT-200,
ACCENT-200 I GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, ACCENT 400
n ACCENT Neo200.

PeareHThl JOJDKHBI HCIOIb30BATHCS TONBKO JUIA IMATHOCTUKH
in vitro, KBaTU()UIUPOBAHHBIM J1AOOPATOPHBIM IIEPCOHAIIOM,
B IemAX, A KOTOPBIX ~ OHH  IIpeJHAa3HauYeHBI,
B COOTBETCTBYIOIHX JA0OPATOPHBIX YCIOBUSX.

BBEJIEHUE

DepputuH SIBIISICTCS HKEJIe30COIePIKAIIIM GenxoM
C MOJICKYJIIPHO# Maccoi okouo 450 k]l ¥ CIy)KUT OCHOBHBIM
[OKa3aTeJIeM 3aI1acoB kene3a B opranusme. Hanbonee Gorater
MM KJICTKH T[ICUYCHH WU CEIE3CHKH; B KOTOPBIX (eppuUTHH
OCYIIECTBIISICT (DYHKIMIO HAKOIUICHUS M BBIBEJICHUS JKele3a.
B He6ONbIINX KONMYECTBAX (EPPUTHH TAKKE HPHUCYTCTBYET
B CBIBOPOTKE KPOBH, I€ OCYLIECTBJIIET TPAHCIIOPT XKele3a
B OpraHusMe. I'emaTHTHI M OIyXoJeBble 3a00JICBAHMS MOTYT
TIPUBOJIUTH K KOHLIEHTPALUU
u3-3a paspylieHus KIETOK WIM CHHTe3a (eppHTHHA
OIMyXO0JIeBBIMHU KileTKamu. [1oaToMy, onpeneneHue GpepputuHa
UCIONBb3yeTCs B JIMArHOCTHKE, JICYCHHH M MOHHTOPUHTE
JIUHAMUKU  pa3sBUTUS 3a00seBanuit BBIIICTIEPEYHUCIIEHHBIX
OpraHoOB, a TAaK)Xe IPH ONpEIeIeHHU II0CICONePaIlHOHHOTO
IPOTHO3a.

YBEIIMYECHUIO €ro

INPUHIMII METOJA

Ilpn peakumu AaHTUTEH-AaHTHUTEIO MEXAY (GEPPUTHHOM
B mTpobe W aHTHTeNaMH K  (eppuTHHy,  KOTOpbIE
CeHCI/I6I/IHI/I3Hp0BaHLI Ha 4YacTulax JaTrekca, IPOUCXOAUT
arrmoTHHaIMsA. OHa M3MepseTCs 0 W3MEHEHHIO abcopOIyu
Ha 572 HM ¥ TPSIMO-TIPONOPLHMOHANBHA KOJIHYECTBY
¢depputnHa B Tpobe. AKTyanbHas KOHIGHTpAIUS 3aTeM
OMpEeAeNAeTCsT MHTEPNOALHe N0 KaauOpOBOYHOM KpPHUBOIA,
HOCTPOCHHOH 10 KannObpaTopaM ¢ H3BECTHON KOHIIEHTPAIlHEH.

PEATEHTBI

Cocrap Habopa

I-REAGENT 1 x 25 mn
2-REAGENT 1x 11 ma

Ipu  rtemnmeparype  2-10°C  peareHTBl  COXPaHSIOT
CTaOMIILHOCTH B TEYEHUE BCETO CpOKa roOAHOCTH, YKa3aHHOTO
Ha ynakoBke. CTaOuiIbHOCTH Ha GOpTY aHanIM3aTOpa HpU
2-10°C cocrasnsier 10 Hexens.

KoHueHTpanun KOMIIOHEHTOB B peareHTax

Cycren3us 1aTeKCHBIX JacTHUIL

CeHCHOMIM3UPOBAHHBIX KPOIHYBHMH 0,07 %
anTuTenamu K peppuruny (pH 7,3)

I'nununoBsrit 6ydep (pH 8,3)

KOHCEPBAaHT

ACCENT-200 FERRITIN

MNPEIOCTEPEXEHUWS U TIPUMEYAHUSA

= [IpemoxpaHsAiTh  OT HOPSMBIX  COIHEYHBIX  JIydei
W 3arpsA3HeHHs

= Jlo OKOHYaHMM H3MEpEeHHUH, OYTBUIKH C pearcHTaMu
CllelyeT 3aKphIBaTh U XpaHuth rpu 2-10°C.

= Cnelyer NpeINPHUHATH MEpHI, YTOOBI HE IEpenyTaTh
KPBIIIKH OyTBLIOK.

= PearcHTHI U3 pa3HBIX CEpHii He CleyeT B3aHMO3aMEHATh
WA CMEIIHBAT.

= EUH210 Ilacmopt 6€30macHOCTH HPEIOCTABISETCS IO
3arpocy.

BUOJIOTMYECKUI1 MATEPHAJT

ChbIBOpOTKA.

Ecnu tect He MOXeT ObITH BBIMOJHEH HEMEICHHO, Mpo0y
clieflyeT TOMECTHTh B IUIOTHO 3aKphIBaeMblli KOHTEHHEp
u xpauuth npu -20°C. Cnemyer wu3beratb MHOBTOPHBIX
3aMOpAKUBAHHH.

TeMm He MeHee, PEKOMEHIYeTCs HPOU3BOMHTH HCCIIEIOBAHHSL
Ha CBEXEB35TOM OHOJIOTHYECKOM MaTepuane!

MNPOLUENYPA ONPEAEJEHUS

1-REAGENT u 2-REAGENT roToBbI K HCTIOJIb30BaHHIO.

B kauecTBe OiaHK-peareHTa PEKOMEHAYETCS HCIIONB30BaTh
0,9% NaCl.

Heo0xonumpie neficTeus:

IIpu BeImonHeHUK aHanu30B Ha aHanu3aropax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S  BO3MOXHO
HCKaXKeHHe pe3y/IbTaToB aHAJIN30B, BBI3BAaHHOE
HnepeKpecTHbIM 3arpssHeHUeM MEKIY peareHTamu:
FERRUM 1II GEN - FERRITIN, LACTATE - FERRITIN,
UREA - FERRITIN. Yto6el u3bexare storo sddexra,
clieflyiiTe PeKOMEHAIMAM, COIEPKAIMMCA B HHCTPYKIIHH
51_03_24_001_ACCENT-200_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHbI®

CBIBOPOTKa HI/MI
MYKUYUHBI 20 - 250
JKEHILIUHBI 10 - 120

Kaxmoii ~ nmabopatopum — PEKOMEHIYeTCs  yCTaHOBUTh
COOCTBEHHBIE HOPMBI, XapakTepHble Juisi 00CIeqyeMoro
KOHTHHI'€HTA.

KOHTPO.JIb KAYECTBA

Jns  BHYTpeHHEro KOHTPOJII KadecTBa PEKOMEHIyeTCs
ucnonszopatb  CORMAY  IMMUNO-CONTROL  1II
(Kat.Ne  4-290) s Kaxmoil  cepudm  M3MEpPEHHIL.
Jlns xanu6poBkH aBToMaTHYeckuX aHanu3aTopoB: ACCENT-
200, ACCENT-200 II GEN, ACCENT-220S ACCENT $120,
ACCENT MC240, ACCENT M320, pekomenayercs
ucnons3opatb CORMAY  FERRITIN CALIBRATORS
(Kat.Ne 4-491). B xauectBe O-kanubparopa peKOMeHIyeTcs
ucnomnb3osath 0,9% NaCl.
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KanubpoBouHy0 KpHBYIO CIIEIyeT COCTaBISITh KaXIble
4 Henenu, MpH KaXIO0H CMEHE JIOTa peareHTa WIIM B Cilydae
HEOOXOMMOCTH (HAIp., €CIIH Pe3yJIbTaThl KOHTPOJIS Ka4eCTBa
He M0NaJIal0T B pe(pePEeHTHBIN AHana3oH).

XAPAKTEPUCTUKHU ONPEJAEJIEHUSI

OTH METPONOTHYECKNE XapaKTePHCTHKH OBLIN TOMYYEHBI TIPH
HCIIOIb30BaHUM aBTOMaTHueckux aHanm3aropo: ACCENT-
200 w/mma HITACHI 917 w/mma ACCENT MC240.
Pe3ynbratel, momydeHHble Ha APYIHX aHAIM3aTOpax, MOTYT
OTIIMYaThCA.

= LOQ: 7,7 ur/mn — ACCENT-200
=  YypcrBuTeabHOCTh: 9,1 Hr/™Mi1 — ACCENT MC240

= JluHeliHOCTH
10 850 ur/mMin — ACCENT-200
10 1060 ur/mn — ACCENT MC240

B cinyuae Goiee BBICOKHX KOHIIGHTpAIUi, pa3daBbTe HpoOy
0,9% NaCl u noBTopuTe HcciesoBaHue. Pe3ynbraT yMHOXKbTE
Ha akTop pasBe/icHus.

=  Cneunduunocrs / Unrephepennun

T'emorno6un 1o 0,98 r/ma, Gwmpyoun no 62 mr/mi, RF
10 520 ME/mn, uatpamunua no 1000 mr/an He He BIMSIOT
Ha pe3yJIbTaThl ONpe/IeIeHUH.

= TouHocth

IoBTOpsieMmocTh Cpennee SD Cv
(MEXIy CepHsIMHu) [ar/ma] | [E0/™Mo] [%]
ACCENT-200 ypoBeHb 1 99,78 1,50 1,50
n=20 yposenb 2 | 397,55 5,35 1,35
ACCENT MC240 | yposens 1 99,57 1,98 1,99
n=20 yposenb 2 | 388,09 4,62 1,19
Bocnpoussoaumocts Cpennee SD Ccv
(¥30 JHS B ICHD) [ar/ma] | [E0/™o] [%]
ACCENT-200 ypoBeHb 1 101,3 4,03 4,0
n=80 YpOBEHb 2 413,5 8,30 2,0
ACCENT MC240 | yposens 1 97,8 3,49 3,6
n=80 YPOBEHb 2 3924 11,98 3,1
= CpaBHeHHe MeTOJA
CpaBHeHHe pe3ynbTaToB OnpeeIeHus (deppuruna

nonydeHHslx  Ha  aHammzatopax ~ ACCENT-200  (y)
u Ha ADVIA 1800 (x) ¢ ucmonb3oBanueM 60 06pasos
CBIBOPOTKA JIANIO CIIETYIOINE PE3yIbTaThl:

y =0,8883 x + 2,7104 ur/mi;

R =0,999 (R — xoapdumment xoppensunm)

CpaBHeHHMEe  pe3yibTaToB  OmlpejencHus  (GeppHTUHA
nonydeHnslx Ha anammsatopax ACCENT MC240 (y)
u Ha ADVIA 1800 (x) ¢ wucmonb3oBanueM 49 o06pasos
CBIBOPOTKA JIANIO CIIETYIOINE PE3yIbTaThl:

y =0,9296 x — 7,1136 ur/mi;

R =0,997 (R — k03 HHIMEHT KOppPeISInm)

YTUJIU3ALUA OTXO40B
B cooTBeTCTBHH € TOKAIBHBIMH TPEOOBAHHUAMH.
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PROGRAM NA ANALIZATOR / APPLICATION for / AJAIITALUS pas:

* ACCENT-200

Parameters

Test Name FERRI R1 180

Test No 52 R2 80

Full Name Ferritin Sample Volume 8

Reference No |52 R1 Blank

Analy. Type | Fixed-time Mixed Reag. Blank

Pri. Wave. 578 nm Concentration 7,7 850

Secon. Wave. Linearity Limit

Trend Ascending Substrate Limit

Reac. Time 1 (20 Factor

Incuba. Time | 15 |:| Prozone check

Unit ng/ml

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

Calibration Rule

Rule Logistic Log-5P

Sensitivity 1

Replicates 1

Interval (day)

Difference Limit 0

SD 0

Blank Response 0 |50000

Error Limit 0

Coefficient 0

¢ ACCENT-200 II GEN

Parameters

Test Name FERRI R1 180

Test No 52 R2 80

Full Name Ferritin Sample Volume 8

Reference No | 52 R1 Blank

Analy. Type | Fixed-time Mixed Reag. Blank

Pri. Wave. 578 nm Concentration 9 830

Secon. Wave. Linearity Limit

Trend Ascending Substrate Limit

Reac. Time 1 | 10 Factor

Incuba. Time | 15 |:| Prozone check

Unit ng/ml

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

Calibration Rule

Rule Logistic Log-5P

Sensitivity 1

Replicates 1

Interval (day) 0

Difference Limit 0

SD 0

Blank Response 0 | 50000

Error Limit 0

Coefficient 0

ACCENT-200 FERRITIN

* ACCENT-220S

Parameters

Test FERRI R1 180

No 52 R2 80

Full Name Ferritin Sample Volume 5

Standard No | 52 R1 Blank

Reac. Type Fixed-time Mixed Rtg. Blank

Pri. Wave. 578 nm Linearity Range 9 570

Sec. Wave. Linearity Limit

Direction Increase Substrate Limit

Reac. Time 2 | 20 Factor

Incuba. Time | 15 |:| Prozone check

Unit ng/ml

Precision 0.1 ql I:l q2 |:| q3 |:| q4 |:|
PC | | Abs | |

Calibration Rule

Rule Logit-Log 5P

Sensitivity 1

Replicates 2

Interval (day)

Difference Limit 0

SD 0

Blank Response 0 |50000

Error Limit 0

Coefficient 0

51_03_03_034_06
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*+ ACCENT S120

Chem [ FERRI ] No.[ 052 | Sample Type
Chemistry [ FERRITIN | Print name
Reaction Type | Fixed-time | Reaction Direction
Pri Wave [ 578 nm ] SecWave| |
Unit [ ng/ml | Decimal
Incubation Time
Blank Time \ | \ | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Sandard [ 5~ uL | | LRI 80 JuL
Decreased | 5 ] uL | 20 JuL | 180 | uL R2 uL
Increased | ] uL | JuL [ ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 8.7 | ‘ 850 | Linearity Limit | |
Linearity Range (Decreased) [ ] [ ] Substrate Depletion | |
Linearity Range (Increased) \ ] ] Mixed Blank Abs 40000 ] [ 40000 ]
Rl Blank Abs [__-40000 ]  [_40000 ] On-board Stability [ ] Dav(s)
Blank Response [ -40000 | [ 40000 | Reagent Alarm Limit [ |
Twin Chemistry | | :l Enzyme Linear Extension
l:l Prozone Check
oo 1 o [ wvi LT o 1 o« 1 v2 [1LC
os [ 1 o [ 1 va [ JL Jrear [ Jopre2 [ ] 10
1 sample Pretreatment [ Control Pretreatment [ Calibrator Pretreatment
[ | Pretreat Sample Vol |:| uL Pretreat Sample Vol :| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Logistic Log-5P ] |:| Bottle Changed
Factor I:| Replicates |:| Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slope Diff [ ] sp [
Sensitivity || Repeatability [40000
Deter Coeff I:'

ACCENT-200 FERRITIN

51_03_03_034_06
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+ ACCENT M320

:ACCENT MC240 Chem [FERRI | No.[ 052 ] Sample Type [SERUM
Chem [ FERRI | No.[ 052 ] Sample Type [ SERUM Chemistry [ FERRITIN | Print name [ FERRITIN
Chemistry [ FERRITIN | Print name | FERRITIN Reaction Type [ Fixed-time ] Reaction Direction
Reaction Type | Fixed-time Reaction Direction Pri Wave [ 570 nm ] Sec Wave I:l
Pri Wave | 570 nm | Sec Wave I:l Unit [ ng/ml | Decimal
Unit [ ng/ml J Decimal Incubation Time
Incubation Time [21 | Blank Time | ] [ ] Reaction Time
Blank Time | | | | Reaction Time Sample Vol Aspirated Diluent Reagent Vol
ove e - N Stndard 5 ] ut. | L | e RIC180 Jun
ample Vol spirater iluen eagent Vo
Standard (7 . [ JuL | | uL RI uL Decreased [ 5 ] uL | 20 JuL 180 JuL R2 uL
Decreased [ 7 | uL | 20 lu [ 180 ] uL R2 uL Increased | | uL | JuL | | uL
Increased [ ] uL [ JuL | ] uL l:l Sample Blank Auto Rerun
l:l Sample Blank Auto Rerun
Linearity range (Standard) [ 93 | [ 1040 | Linearity Limit | |
Linearity range (Standard) ‘ 9,1 ‘ | 1000 ‘ Linearity Limit | | Linearity Range (Decreased) [ ] [ | Substrate Depletion | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | | Linearity Range (Increased) ‘ | [ | Mixed Blank Abs | -35000 ] [35000 ]
Linearity Range (Increased) [ | [ ] Mixed Blank Abs | 235000 | [ 35000 | RI Blank Abs | -35000 | [ 35000 ] On-board Stability | Day(s)
R1 Blank Abs [ 35000 | I 35000 | On-board Stability [ | Day(s) Blank Response [___-35000 ] [ 35000 | Reagent Alarm Limit |
Blank Response | -35000 | [ 35000 | Reagent Alarm Limit [ | Twin Chemistry | ] [ Enzyme Linear Extension
Twin Chemistry | | I:' Enzyme Linear Extension :l Prozone Check
[ Prozone Check oo 1 o [ vt [0 o L1 o4 1 v2 1L
oo 1 o [ wvi 101 o3 [ | o4 | | v2 ] 1 1 os [ 1 os [T vs [T Jpear [ 1P [ ] L 101
o5 [ Q6 1 v3 [ [ pct [ | pc2 | ] I ] ] ["] Sample Pretreatment [ Control Pretreatment [ calibrator Pretreatment
["] Sample Pretreatment [ Control Pretreatment Calibrator P | | Pretreat Sample Vol [ ] uL Pretreat Sample Vol [ ] L
[ ] Pretreat Sample Vol I:l uL Pretreat Sample Vol I:' uL CALIBRATION SETTINGS AUTO CALIBRATION
CALIBRATION SETTINGS AUTO CALIBRATION Math model Logistic Log-5P [ ]Bottle Changed
Math model [ Logistic Log-5P [ 1 Bottle Changed Factor 1 Replicates [ Lot Changed
eates I— [ IcaTime
Factor I:' Replicates Ié.o; Slan;zed ACCEPTANCE LIMITS
al Time e
ACCEPTANCE LIMITS Cal Time L Hour
Cal Time l:l Hour Slope Diff l:l SD l:l
Slope Diff [ ] s [ Sensitivity [ | Repeatability [35000
Sensitivity [ | Repeatability [35000 Deter Coeff ]
Deter Coeff l:l
Data wydania / Date of issue / lata co3panus: 07. 2023.
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