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PRESTIGE 241 FERRITIN

Nrkat. 4-264, 4-483 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia ferrytyny,
przeznaczony do wykonywania oznaczef na automatycznych
analizatorach: Prestige 24i, Biolis 241, Prestige 24i Premium,
Biolis 24i Premium oraz Biolis 30i.

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 kDa
zawierajacym zelazo. Wystepuje glownie w ludzkiej watrobie
i $ledzionie, gdzie petni funkcje eliminacji i przechowywania
zelaza, a takze w niewielkich ilo$ciach znajduje si¢ w ludzkiej
surowicy. Zmiany ilosci ferrytyny sa zgodne z obiegiem zelaza
w organizmie atakze moga wystapi¢ na skutek zapalenia
watroby i guzow ztosliwych. Wzrost poziomu ferrytyny mozna
zaobserwowa¢ w wyniku destrukcji komorek lub produkcji
komorek nowotworowych niezaleznych od zapasow zelaza.
Dlatego tez, pomiar poziomu ferrytyny moze by¢
wykorzystywany w diagnozowaniu, leczeniu, ocenie rozwoju i
prognozowaniu pooperacyjnym wyzej wymienionych stanow
chorobowych.

ZASADA METODY

W wyniku reakcji antygen-przeciwcialo pomigdzy ferrytyna
(zawarta w probee) a przeciwcialami anty-ferrytynowymi
(zwigzanymi z czastkami lateksu) nast¢puje aglutynacja.
Jest ona wykrywana jako zmiana absorbancji przy A=572 nm
i jest wprost proporcjonalna do ilosci ferrytyny w probee.
Rzeczywiste stgzenie ferrytyny jest nastgpnie wyznaczane
przez interpolacje z krzywej Kkalibracyjnej sporzadzonej
z kalibratorow o znanych wartosciach ferrytyny.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-264  Nr kat. 4-483

(statyw-24) (statyw-36)
1-Reagent 1 x40 ml 2x23ml
2-Reagent 1x19ml 2x11,5ml
Tlo$¢ testow:

Prestige 24i 190 220
Biolis 24i Premium 195 225
Biolis 30i 195 225

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwalo§¢ do daty waznosci podanej na opakowaniu.
Odczynniki przechowywane na poktadzie aparatu w 2-10°C
sg stabilne przez 11 tygodni.

PRESTIGE 24i FERRITIN

Stezenia skladnikéw w zestawie

zawiesina czastek lateksu uczulonych kréliczymi
przeciwciatami anty-ferrytynowymi (pH 7,3)
bufor glicynowy (pH 8,3)

konserwant

0,07 w/v%

Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Po wykonaniu oznaczenia odczynniki przechowywaé
w temp. 2-10°C w butelkach zamknigtych korkami.
Nie zamienia¢ korkow.

= Odczynnikow roznych serii nie nalezy zamieniaé
i mieszac.

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

MATERIAL BIOLOGICZNY

Surowica.

Jesli test nie moze by¢ wykonany na §wiezym materiale probki
nalezy przechowywaé w temp. -20°C. Unika¢ wielokrotnego
zamrazania i rozmrazania probek.

Jednak polecamy wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

2-Reagent nalezy ustawi¢ w pozycji startowej w statywie

odczynnikowym.

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

‘Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczen na analizatorze moze wystapi¢, wplywajacy
na wyniki oznaczen efekt przeniesienia pomigdzy
odczynnikami. W celu unikniecia tego efektu, oznaczenie
stezenia ferrytyny nalezy wykonywac, jesli to mozliwe,
w_osobnym zleceniu stosujac si¢ do zalecen zawartych
w instrukcji:  51_03_24_008_BIOLIS_24i PREMIUM _
CARRYOVER.

= Biolis 30i: W przypadku wykonywania oznaczef
na analizatorze, moze wystapi¢, wptywajacy na wyniki
oznaczen, efekt przeniesienia pomig¢dzy odczynnikami:
FERRUM - FERRITIN. W celu uniknigcia tego efektu
nalezy zastosowac si¢ do zalecen zawartych w instrukcji:
51_03_24 009 BIOLIS 30i CARRYOVER.

WARTOSCI PRAWIDLOWE ¢

surowica ng/ml
mezczyzni 20-250
kobiety 10-120

Zalecane jest opracowanie przez kazde laboratorium wtasnych
zakresow ~ wartosci  prawidlowych  charakterystycznych
dla lokalnej populacji.
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Diagnoz¢ mozna postawi¢ tylko po uwzglgdnieniu symptomow
klinicznych i wynikow innych testow.

KONTROLA JAKOSCI

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

Do kalibracji analizatorow automatycznych nalezy stosowac
zestaw CORMAY FERRITIN CALIBRATORS
(Nr kat. 4-491).

Krzywa kalibracyjna powinna by¢ sporzadzana co 11 tygodni,
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 analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia
oznaczenia na innym analizatorze otrzymane wyniki moga
r6zni¢ si¢ od podanych.

= LoB (granica Slepej proby): 1 ng/ml

= LoD (granica wykrywalnosci): 3 ng/ml

= LoQ (granica oznaczalnosci): 8 ng/ml

=  Liniowo$¢: do 750 ng/ml

Dla  wyzszych stezen  probke nalezy  rozcieficzy¢
0,9% roztworem NaCl, oznaczenie powtorzy¢, a wynik
pomnozy¢ przez wspotczynnik 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

Powtarzalno$¢ Srednia SD Ccv

(run to run) n = 20 [ng/ml] | [ng/ml] [%]
poziom 1 104 1,25 1,20
poziom 2 390 6,99 1,79
Odtwarzalno$é¢ Srednia SD (6%

(day to day) n =80 [ng/ml] | [ng/ml] [%]
poziom 1 104 3,42 33
poziom 2 405,8 9,18 2,3

= Poréwnanie metody

Poréwnanie wynikow oznaczen ferrytyny wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x), z uzyciem
60 probek surowicy, dato nastgpujace wyniki:

y =0,8507 x + 3,3232 ng/ml;

R=0,999 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowigzujacymi przepisami.
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Cat. No 4-264, 4-483 (EN)

INTENDED USE

Diagnostic kit for determination of ferritin concentration
intended to use in automatic analyzers: Prestige 24i, Biolis 24i,
Prestige 241 Premium, Biolis 24i Premium and Biolis 30i.

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 kDa. 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
Cat. No 4-264 Cat. No 4-483
(24-TRAY) (36-TRAY)
1-Reagent 1 x40 ml 2x23ml
2-Reagent 1x19ml 2x11.5ml

The reagents when stored at 2-10°C are stable up to expiry date
printed on the package. The reagents are stable for 11 weeks
on board the analyser at 2-10°C.

Concentrations in the test

suspension of latex particles sensitized with
anti-ferritin (rabbit) antibodies (pH 7.3)
glycine buffer solution (pH 8.3)
preservative

0.07 w/v%

PRESTIGE 24i FERRITIN

‘Warnings and notes

=  Protect from direct sunlight and avoid contamination!

=  After measurements are taken, reagent bottles should
capped and kept at 2-10°C. Care should be taken
not to interchange the caps of reagent bottles.

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

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

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.

1-Reagent put on basic position in reagent tray.

2-Reagent put on start position in reagent tray.

For reagent blank 0.9% NaCl is recommended.

Actions required:

= Biolis 24i Premium: When performing assays
in the analyzer there is a probability of cross-
contamination affecting the tests results. To avoid
this effect, the tests for determination of ferritin
concentration should be performed in the separate order
(follow the recommendations contained in the instruction
51_03_24 008 BIOLIS_24i PREMIUM_CARRYOVER).

=  Biolis 30i: When performing assays in the analyser, there
is a probability of cross-contamination affecting the tests
results: FERRUM - FERRITIN. To avoid this effect follow
the recommendations contained in the instruction
51_03_24_009_BIOLIS 30i_ 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. Diagnosis should only be
made after taking clinical symptoms and the results of other
tests into consideration.

QUALITY CONTROL

For internal quality control it is recommended to use, with each
batch of samples, the CORMAY IMMUNO-CONTROL II
(Cat. No 4-290).

For the calibration of automatic analyzers systems
the CORMAY FERRITIN CALBRATORS kit (Cat. No 4-491)
is recommended.

The calibration curve should be prepared every 11 weeks,
with change of reagent lot number or as required e.g. quality
control findings outside the specified range.

str. / page / ctp. 3/9

51_03_05_034_02

PERFORMANCE CHARACTERISTICS

The following results been obtained using an automatic
analyser Biolis 30i. Results may vary if a different instrument
is used.

=  LoB (Limit of Blank): 1 ng/ml

= LoD (Limit of Detection): 3 ng/ml

= LoQ (Limit of Quantitation): 8 ng/ml

=  Linearity: up to 750 ng/ml

For higher concentrations 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 800 mg/dl do not interfere
with the test.

= Precision

Repeatability Mean SD Ccv

(run to run) n = 20 [ng/ml] | [ng/ml] [%]
level 1 104 1.25 1.20
level 2 390 6.99 1.79
Reproducibility Mean SD Ccv

(day to day) n =80 [ng/ml] | [ng/ml] [%]
level 1 104 3.42 33
level 2 405.8 9.18 2.3

=  Method comparison

A comparison between ferritin values determined at Biolis 30i
(y) and at ADVIA SIEMENS 1800 (x) using 60 serum samples
gave following results:

y =0.8507 x + 3.3232 ng/ml;

R =0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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Kar.Ne 4-264, 4-483 (RUS)

MNPEAINIOJIATAEMOE UCITIOJIb30BAHUE
JluarHoctuueckuii Habop VIS ONpENeNeHHs] KOHLEHTPALUH
deppuTuHA,  TIpefHA3HAYeH  JUIA  WCIONB30BAaHMS — Ha
ABTOMATHYECKHX OMOXUMHYECKUX aHanmu3aropax: Prestige 24i,
Biolis 24i, Prestige 24i Premium, Biolis 24i Premium, a Takxe
Biolis 30i.

Pearentnt JOJDKHBI MCIIOJIB30BATHCSA TOJBKO TSI JUATHOCTHUKH
in vitro, KBaIM(QUIMPOBAHHEIM JaOOPaTOPHBIM IEPCOHATOM,
B ueiix, IS KOTOPBIX OHH npeIHa3HA4YCHbI,
B COOTBETCTBYIOIIHX J1A00PATOPHBIX YCIOBHSX.

BBEJEHUE

deppurnx SIBIISIETCS JKEIe30COACPKALIUM Oenkom
¢ MOJIEKYJSIPHO# Maccoit koo 450k/la u CTy)kUT OCHOBHBIM
TIOKa3aTesIeM 3amacoB jkenesa B opranusme. Hambonee 6orarer
UM KICTKM MEYCHN U CENIe3CHKH; B KOTOPBIX (eppuTHH
OCYIIECTBIACT (YHKIMIO HAKOIUICHUS M BBIBEJICHUS JKele3a.
B HeGONbIIMX KOIMYECTBAaX (EPPUTHH TaKKe MPHUCYTCTBYET
B CBIBOPOTKE KPOBH, I'JIe OCYIIECTBIISCT TPAHCIOPT Kele3a
B OpraHusMe. ['emaTuTel M OMyXoJeBble 3a00JEBaHUS MOTYT
HOPUBOJUTH K YBEIMYCHUIO €ro KOHLCHTPAIUM H3-3a
paspylIeHus] KIETOK MM CHHTE3a (peppPUTHHA OITyXONIEBBHIMU
kierkamu. [Toatomy, onpenenenne GpeppuTHHA UCHONIB3YETCS
B THATHOCTHKE, JICYCHUH 1 MOHUTOPUHIC THHAMHUKH Pa3BUTHUA
3a00JIeBaHMil BBILICIIEPEUUCICHHBIX OPraHOB, a TAKXKE IMpU
ONpeJIeICHHH TOCIIEONIEPAIIMOHHOTO IPOTHO3a.

MPUHLMUII METOJA

[Ipu peakunu aHTUT€H-aHTUTEIIO MKy (peppUTHHOM B Ipode
1 aHTHTENIaMH K GEepPHTHHY, KOTOPBIE CEHCUOMIM3MPOBAHBI HA
qacTtumax JIaT€KCa, TIPOUCXOIUT arriIrOTAHALUA. Omna
U3MepsIeTcs M0 U3MEHEHHIO abcopOLuy Ha 572 HM M HPSMO-
MPOTOPIHOHANBHA ~ KONMUYECTBY  (eppuTHHa B TIpobe.
AKTyanbHas KOHIIGHTPAIHs 3aTeM ompeensiercs
UHTEPIOJISIMEH 110 KaTHOPOBOYHOI KPUBOH, OCTPOCHHOI IO
KanuOpaTopaM C U3BECTHOI KOHLICHTpALHEHt.

PEATEHTbBI
CocraB Hadopa
Kart.Ne 4-264 Kart.Ne 4-483
(mraTuB-24) (mrraTuB-36)
1-Reagent 1 x40 mn 2x23 mn
2-Reagent 1x 19 mn 2x 11,5 mn

Ilpu  Temmeparype  2-10°C,  peareHTbl  COXpPAHSIOT
CTaOMIIBHOCTh B TEUEHHE BCETO CPOKA TOJHOCTH, YKa3aHHOTO
Ha ymakoBke. PeareHTsl Ha 0OpTy aHanm3aTopa mHpH
Temmneparype 2-10°C crabunbhbl 11 Henens.

KoHIeHTpanuu KOMIIOHEHTOB B peareHTax

CYCIEH3Hs JIaTEKCHBIX YaCTHUI

CeHCHOMIN3HPOBAHHBIX KpOIHUbHMHU aHTHTENaMu K 0,07 %
¢depputuny (pH 7,3)

rannuHOBEIH Oydep (pH 8,3)

KOHCEPBaHT

PRESTIGE 24i FERRITIN

Ipenocrepexenus: 1 NPUMeYaHHS

=  3amumarb OT NPsIMOTo CBETa U M30eraTh 3arps3HeHus !

= TJlo OKOHYAHWH H3MEpeHWH, OYTBUIKH C peareHTaMH
crnenyer 3akpbiBaTh M XpaHuTh npu 2-10°C. Crexpyer
HPEUIPHHAT MEphl, YTOOBI HE MepenyTaTh KPHIIIKA
OYTBLUIOK.

= PearcHThI U3 Pa3HBIX CEpHil He CIIeIyeT B3aUMO3aMEHSTh
WA CMECIINBATh.

= BHuMaTenbHO MpOYMTAlTe [ACHOPT  0E30MacHOCTH
xumuyeckoi mpoaykiun (MSDS), KOTOpPBIH COREpPIKUT
noapoOHyr0 uHpOpManMiO O mpaBuiaax 0Oe30macHoro
XpaHEHHUs Y UCIIONb30BaHMS TOBApa.

BAOJOTUYECKHIA MATEPHAJI

CBIBOpOTKA.

Ecnu TecT He MOXKeT ObITh BBINOJIHEH HEMEIJICHHO, ooy
clelyeT IIOMECTUTh B IUIOTHO 3aKphIBaeMbIi KOHTEHHEp H
xpauuth npu -20°C. Crenyer wu3beraTb IOBTOPHBIX
3aMOpa’KMBaHUI.

Tem ne MCHEC, pPCKOMCHAYETCS IPOU3BOAUTH MCCIICTOBAHUSA HA
CBEXKEB3ATOM OHOJIOTHYECKOM MaTtepuae!

MPOLEIYPA OITPEJAEJIEHUSA

1-Reagent n 2-Reagent roTOBBI K HCIIOJIb30BAHHIO.

1-Reagent cnemyer yCTaHOBHTb HAa INTaTHB B MO3HIMH

OCHOBHOTO PEarcHTa.

2-Reagent crneyeT YCTaHOBHTh Ha INTaTHB B MO3UIIHH

CTapTOBOTO pPearcHra.

B KkauectBe OJaHK-peareHTa PEKOMEHIYeTCs MCIOJIb30BaTh

0,9% NaCl.

Heo0xoanmpie neficTBus:

= Biolis 24i Premium: Ilpu BeIMONTHEHMH aHANM30B Ha
AHAIN3aTOPe  BO3MOXKHO — HMCKaKEHHE  Pe3ylIbTaTOB
AQHAIM30B, BBI3BAHHOE IEPEKPECTHLIM 3arpsi3HeHHeM
Mexay peareHTaMd. II0 BO3MOXKHOCTH TeCTBl Ha
onpeJielieHne KOHIEHTpaIui (eppuTHHA JTOKHBI OBITH
NpoBeJIeHbl _ OTAeIbHO  (CremyiiTe  pEeKOMEHIAIMAM,
colepKaIIMCs B UHCTPYKIUN
51 03_24 008 BIOLIS 24i PREMIUM_CARRYOVER).

=  Biolis 30i: [Ipu BbInOJIHEHNH aHAIU30B HA aHAINU3ATOPE,
BO3MOXKHO HCK@KEHUE PE3y/IbTaTOB aHAIN30B, BEI3BAHHOE
IepPeKPeCcTHbIM _3arpsi3HeHHEM MEXIy pearcHTaMH:
FERRUM - FERRITIN. Y0651 n36exath 31oro addhexra,
cleayiTe peKOMEHIAIMAM, COASPIKAIMMCS B MHCTPYKIIUH
51_03_24 009_BIOLIS 30i CARRYOVER

PE®EPEHTHBIE BEJIMYUHBI ¢

CBIBOPOTKA HI/MI
MY KYHHBL 20— 250
SKSHIITUHBI 10-120

Kaxnoit ~ mabGopaTopuu  peKOMEHAYETCS  YCTaHOBHTB
cOOCTBEHHBIE HOPMBI, XapakTepHble Juisi 00CIeIyeMoro
KOHTHHI'CHTA. ﬂ[/lal"HOZS MOJKET OBITH TIOCTABJIEH TOJBKO TOCITE
pacCMOTpEHUsA KIMHUYECKUX CHMITOMOB H pPE3yJIbTaTOB
JIPYTUX 1a00PaTOPHBIX HCCIIETOBAHUMA.
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KOHTPOJIb KAYECTBA

JUnsi  BHYTPEHHErO KOHTPOJISL KauecTBa PEKOMEHIyeTcs
ncnons3oBate  CORMAY  IMMUNO-CONTROL 1T
(Kar.Ne 4-290) st kaxxaoi cepum U3MEpeHHi.

Jlnst KaJInOPOBKH ABTOMATUYECKHX AHAIN3aTOPOB
pexkomenayetcst  ucronb3oBatb CORMAY  FERRITIN
CALIBRATORS (Kat.Ne 4-491).

KamiOpoBouHyr0 KpUBYIO CEIyeT COCTaBIATh KaxKIble
11 Henmenu, mpH KaXkIOM CMEHE JIOTa peareHTa Wid B Cily4ae
HEOOXOIMMOCTH, HaIlp, €CIIM Pe3yJIbTaThl KOHTPOI KadecTBa
HEC TTonmaJgarT B pCd)CpeHTHBIﬁ JAUara3oH.

XAPAKTEPUCTUKHU ONNPEJAEJIEHUS

DTH METPOJIOrHYECKIEe XapAaKTEPUCTHKU ObLIH TOTyYCHBI IPU
HCIIONIb30BAaHUM ABTOMATUYECKOro aHanm3aropa Biolis 30i.
Pesysbrarsl, monyueHHbIE Ha JPYrHX aHAJIM3aTOpax, MOTYT
OTJIMYATHCS.

= LoB (npexen 6aanka): 1 ur/mu

= LoD (npenen oonapy:xenusi): 3 Hr/min

= LoQ (mpees KOJH4eCTBEHHOT0 ONpe/ieeHus ): 8 Hr/Mi
= Jluneiinocts: 10 750 Hr/MI

B cirygae 6Gonee BBICOKHX KOHIIGHTpAIMi, pa3daBbTe Mpody
0,9% NaCl u noBropure ucciaenoBanue. Pe3ynbrar yMHOXKbTE
Ha (akTop pa3BeeHNUs.

=  Cnemnduunocts / Untepdepenuun

I'emornobun no 0,98 r/mn, Gumapyobun no 62 mr/mi, RF
10 520 ME/mu, untpamunua 10 800 Mr/mn He He BIHSIOT

Ha pe3yJIbTaThl ONpeIeeHUM’.

=  TouyHocTh

IloBTOpsieMocTH Cpennee SD Cv
(mexy cepusimu) n =20 | [Hr/ma] [Hr/min] [%]
ypoBeHb 1 104 1,25 1,20
YpOBEHB 2 390 6,99 1,79

BocnpoussoauMoctb Cpennee SD Ccv
(130 aHS B AeHB) n = 80 [Hr/mi] [Hr/™mi] [%]
ypoBeHsb 1 104 3,42 3,3
YpOBEHB 2 405,8 9,18 23

= CpaBHeHHe MeTO/1a

CpaBHeHHEe  pe3yibTaToB  ompenencHus  deppHTHHA
MOJyYeHHbIX Ha aHaimm3atopax Biolis 30i (y) u Ha
ADVIA SIEMENS 1800 (x), ¢ ucrionb3oBaruemM 60 06pa3unos
CBIBOPOTKA JJI0 CICAYIOLINE PEe3yIbTATHI:

y = 10,8507 x + 3,3232 ur/mu;

R =0,999 (R — ko3 durenT Koppensum)

YTUJIU3AIMSA OTXO10B
B coOTBETCTBHH C JIOKATbHBIMU TPEOOBAHUSMH.
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PRESTIGE 241 FERRITIN

PROGRAM NA ANALIZATOR / APPLICATION /AJAITALIAS:

e Prestige 24i, Biolis 24i

Item name ‘ 45 ‘ FERRI ‘
Data information Calibration
Units [ ng/ml \ Type [ Logit 2
Decimals [0 Standard
#1 * #4 *
Analysis #2 * #5 *
Type END #3 * #6
Main W.Length1 570
Sub W.Length2 Normal Range
Method Immuno Male Female
Low High Low High
Corr Serum 20 250 10 120
| Inter ‘ Urine
Y=[1000 | X+ [ 0.000 | Plasma
CSF
Dialysis
Other
Item name | 45 | FERRI |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 49 50 | High | 3.000
Sample 8 | Sub 33 34
Reagent! 180 pl
Reagent2 80 Factor |Endp0int Limit |2.000
[Blank correction [ | [Linear Check (%) [90%
Third Mix. [ ON |  Dilution
R1 Blank | Water-Blank | [ Diluent [ 99:Dill
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span | 3.000 | [ First
Second Low
Third Low
Item name 45 [ FERRI |
Auto Rerun SW Auto Rerun Condition (Absorbance)
OFF | | Absorbance Range
| Lower OFF
Auto Rerun Range (Result) | Higher OFF
OFF OFF
Lower Higher | Prozone Range | OFF
Serum
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i FERRITIN
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Item No. 45 Item Name FERRI Optical
Data information Calibration
Units [ ng/ml | Type [ Logit 2
Decimals 1 | Std sample conc.
Blank 0 #1 [ * [#2 [ *
Analysis #3 * #4 IE | #5 |
Type RATE method #6
Main Wave Length 570 nm
Sub Wave Length
Method Immuno
Correlation
Slope Intercept
Y=11 X+ 10
Item No. 45 Item Name FERRI [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 35 52
Kind Vol. Add Units Sub
Sample 8 5 ul
Reagent 1 180 10 ul Abs.Limit  Low High
Reagent 2 65 10 ul [-3 | ~ [3
Blank value Correction value
Water Blank | Blank correction 1.00
End Point Limit 2
Reaction Monitor Linear Check (%) 90
0 Level Point [1 |
Span \ 3 | Prozone Check
Start End Limit (%)
Third mixing First [
ON | Second | Low
Item No. 45 Item Name FERRI Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 20 250 10 120 Serum
Urine Urine
Plasma Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 45 Item Name FERRI ‘ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON |
\ Lower | OFF
Auto Rerun Range (Conc.) | Higher | OFF
. . Low High
First Dil - - .
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 3.6 980
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 99:Dil 1
Other

PRESTIGE 24i FERRITIN
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«  Biolis 30i

Item no 45 Item name FERRITIN Specimen | SERUM OPTICAL

Data information Aspiration volume
UNITS [ ng/mL | [TYPE I Double
DECIMALS \ 1 |
SAMPLE | REAGENT I | REAGENT 2
Analysis [ VOL. (uL) 8 180 65
METHOD RATE method [ BOTTLE (ml)
Main Wave Length 570 nm
Sub Wave Length [ FIRST DIL. [ |
CORRELATION (Y=AX +B) Data processing read
A= [ 1 | START END
B= [ o | MAIN 35 52
SUB
Blank value
«WATER | ° REAGENT | [AaBSLIMIT
| 3 | TO 3
Calibration
TYPE ‘ Logit 2 | Collection value
STABILITY | | [ END POINT [25 |
| LINEARITY CHECK (%) | 90 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN [
LOW VARIATE |
Item No 45 Ttem Name FERRITIN Specimen [ SERUM |  OoPTICAL
Reference intervals Auto rerun
MALE FEMALE \ [ «ON \ °OFF |
LOW [ HIGH LOW [ HIGH
20 | 250 10 | 120 Auto rerun range (conc.)
‘ Re | Value | Dil. ‘ Re ‘ Value | Dil.
Panic range ‘ | 8 | ‘ ‘ 750
MALE FEMALE
LOW [ HIGH LOW [ HIGH Auto rerun condition (abs.)
DIL.
LOWER | °ON \ “OFF
Decision limit HIGH | °ON \ «OFF
MALE FEMALE
Auto rerun condition (prozone)
°ON [ «OFF l
[ SAMPLE VOL. [ |
Dilution
\ *DIL 1 [ °DIL 2 |
Reaction check
°ON «OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON | «OFF °ON «OFF
Data wydania / Date of issue / lata co3panus: 04.2021.
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