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A-400 FERRITIN

Cat. No 7-430 (EN)

INTENDED USE

Diagnostic kit for determination of ferritin concentration
used in automatic analyser BS-400

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 asample 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 1x30ml
2-Reagent 1x13.5ml

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 0.07 w/iv%
(pH 7.3)

glycine buffer solution (pH 8.3)

‘Warnings and notes

= Protect from direct sunlight and avoid contamination!

=  After measurements are taken, reagent bottles should
capped and kept at 2-10°C. Do not interchange the caps
of reagent bottles.
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= Reagents with different lot numbers should
not be interchanged or mixed.

= The reagents contain sodium azide (< 0.1%)
as a preservative. Avoid contact with skin and mucous
membranes.

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.
For reagent blank 0.9% NaCl is recommended.

REFERENCE VALUES ¢

= Precision

Repeatability (run to run) Mean SD Cv

n=21 [ng/ml] | [ng/ml] | [%]
level 1 14.90 0.60 4.0
level 2 100.00 0.65 0.6
level 3 431.05 2.20 0.5
Reproducibility (day to day) Mean SD (6)%

n=21 [ng/ml] | [ng/ml] | [%]
level 1 16.47 0.87 5.31
level 2 105.18 1.60 1.52
level 3 428.71 3.52 0.82

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 1II (Cat. No 4-290)
with each batch of samples.

For the calibration of automatic analysers systems
the CORMAY FERRITIN CALBRATORS kit (Cat. No
4-491) is recommended. As a 0 calibrator 0.9% NaCl should
be used.

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
the automatic analyser BS-400 and/or Hitachi 917. Results
may vary if a different instrument is used.

= LOQ: 5.2 ng/ml
=  Linearity: up to 1000 ng/ml

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, triglycerides up to 500 mg/dl
do not interfere with the test.
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= Method comparison

A comparison between ferritin values determined
at BS-400 (y) and at ADVIA 1800 (x) using
65 samples gave following results:

y=0.9629 x — 9,7616 ng/ml;

R=0.998 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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Kar. Ne 7-430 (RUS)

MPEJIIOJIATAEMOE UCITOJIb30BAHUE
JlnarHoctHuecknii Habop JUIsL ONpE/eIeH s KOHICHTPAINH
(epputnna. Habop mpenHasHaueH I MCIOJNB30BaHMS Ha
aBTOMAaTH4eCKOM aHanuzatope BS-400.

PeareHThI J10JKHBI HCIIONB30BAThCS TOIBKO IS THATHOCTHKA
in vitro, kBanu(pUIMPOBAHHBIM JIAOOPATOPHEIM HEPCOHAIOM,
B LemAX, JUIL  KOTOPBIX ~ OHM  IPEIHA3HAYCHBI,
B COOTBETCTBYIOIINX JJA0OPATOPHBIX YCIOBHSX.

BBEJEHUE

deppuTHH  SBISETCS  IKEIE30COAepKALIUM Oenkom
€ MOJICKYJISIpHO# Maccoii 0komo 450k 1 CIy’KUT OCHOBHBIM
ToOKa3aTeleM 3amacoB Jkele3a B opraHmsme. Hambomee
GoraThl MM KICTKH TI€YEHH M CEIE3eHKH; B KOTOPBIX
(depputun OCYILECTBIISIET (dyHKIMIO HaKOIIJICHUS
U BBIBEICHHS JKenle3a. B HeGombImnx KoanyecTBax (peppuTiH
TaKKe MPHCYTCTBYET B CBIBOPOTKE KPOBH, I'JIE OCYIIECTBIISIET
TPAHCIOPT JKeje3a B opraHu3Me. ['emaTuThl M OMyXoseBble
3ab0eBaHMs ~ MOTYT  IIPHBOAMTE K  YBEIUYCHHIO
€ro KOHLIEHTPALMU M3-3a Pa3spyLICHUs KJIETOK MM CHUHTE3a
deppuTuHa OITyXOJICBBIMH KJICTKAMH. Tlostomy,
OIpEACICHUE QJeppm'HHa HUCTIONIB3YETCI B JAMArHOCTHKE,
JICYCHUU U MOHUTOPUHIC TUHAMUKUA Pa3BUTHUA 3aboseBaHuit
BBIIICTIEPEUNCIICHHBIX OPTaHOB, a TaKXKe IPH ONpeNeTeHIN
HOCJICOIEPALHOHHOTO IPOrHO3a.

MPUHLIMIT METOJA

Ilpy peakiuy aAHTUICH-AaHTUTENO MEXIY (EeppPUTHHOM
B mpobem aHTHTeNaMH K  (eppuUTHHY, KOTOpHIE
CBHCI/IGI/IHI/BI/IpOBaHbI Ha 4YacThuax JIaTeKCa, MPOUCXOAUT
arrmoTuHanuA. OHa U3MepsIeTcs 110 H3MEHeHHI0 abcoponun
Ha 572 HM W TIPAMO-ITPOTIOPIIHOHAIbBHA ~ KOJTHYIECTBY
¢depputuHa B 1mpobe. AKTyallbHas KOHIGHTPALHMs 3aTeM
ONpeacIACTCS HHTepHOJTﬂHHCﬁ o KaHH6pOBOqHOﬁ KpHBOi/’I,

MOCTPOCHHOM no Kanubparopam c H3BECTHOM
KOHIIEHTpaIuei.

PEATEHTbBI

Cocras Habopa

1-Reagent 1x30 mn

2-Reagent 1x 13,5 ™1

Ilpu  Ttemmeparype  2-10°C,  peareHTBI  COXpaHSIOT
CTabMIIBHOCTH B TEYEHHE BCETO CPOKA TOXHOCTH, yKAa3aHHOTO
Ha  ymakoBke. PeareHTsl Ha  0OpTy  aHaiM3aTopa
npu Temnepatype 2-10°C crabunsabl 10 Hemems.

KoHueHTpanun KOMIIOHEHTOB B peareHTax

CYCIICH3HSI JIATEKCHBIX YaCTHI]

CCHCHOHMITM3UPOBAHHBIX KPOIUYbHMU aHTHTEIAMU 0,07 %
k peppuruny (pH 7,3)

riuHOBBI Oydep (pH 8,3)
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Ipenocrepexenus: 1 NPUMeYaHHS

= TIlpenoxpaHaTb OT MPAMBIX  COJNHEYHBIX  Jydeil
U 3arpsA3HEHNs !

= [lo OKOHYaHMH W3MEpeHHH, OYTBUIKM € pearcHTaMHu
clefyeT 3akpbiBaTh M XpaHuTh npu 2-10°C. Cnemyer
HPEINPHHAT MEPbl, 4TOObI HE IEperyTaTbh KpBIIIKH
OyTBUIOK.

= PeareHThl M3  pasHBIX  cepuii He  ciemyer
B3aMMO3aMEHSTh NI CMEIIHBAT.

= [lpoxyktsl conepxar asun Hatpus (< 0,1%) B kauecTBe
KOHCepBaHTa.  M30eraTb  KOHTaKTa € KOXeH
U CITU3UCTBIMH 000JI0UKAMH.

BAOJOTUYECKHUA MATEPHAJT

ChIBOpOTKA.

Ecnu TecT He MOXeT ObITh BHIIOJTHEH HEMEIICHHO, POOY
CIIEAYET TNOMECTUTH B INIOTHO 3aKpBIBaeMLIﬁ KOHTGI‘;IHCP
n xpauuts npu -20°C. Cneayer usberaTb IOBTOPHBIX
3aMOpaKHUBaHHUH.

Tem He MCHEC, PCKOMCHAYETCSA TIPOU3BOAUTH HCCICAOBAHUS
Ha CBEXEB3ATOM OHOJIOrMYeCKOM MaTtepuae!

MMPOLEAYPA OIIPEAEJIEHUS

1-Reagent u 2-Reagent roToBbI K HCIIOJIb30BAHHIO.

B kadecTBe OIaHK-pearcHTa PeKOMEHIyeTcs HCIONb30BaTh
0,9% NaCl.

PE®EPEHTHBIE BEJIUYUHBI ¢

CBIBOPOTKA HI/MIT
MY KYIHHBL 20 - 250
SKSHII[UHBI 10-120

Kaxmoifi ~ mabopaTopum  peKOMEHAYeTCsl — YCTaHOBHTh
COOCTBCHHBIE HOPMBI, XapaKTepHbIC I 00CIEeTyeMoro
KOHTHHTCHTA.

KOHTPO.JIb KAYECTBA

Jlnst BHYTPEHHEro KOHTPOJSI KadecTBa PEKOMEHIYeTCs
ucnons3oBate CORMAY  IMMUNO-CONTROL  1II
(Kat.Ne 4-290) st KaXkaoi cepuu M3MEpeHHIA.

Jns KanuOpoBKU ABTOMAaTHYECKHX aHaIN3aTOPOB
pexkomenayercs  ucrnonb3oBate  CORMAY  FERRITIN
CALIBRATORS (Kat.Ne 4-491). B Ka4yecTBe
0-xanubpaTopa pekoMeHyeTcst uenois3obars 0,9% NaCl.
KannOpoBouHyI0 KpPHBYIO CIEIYeT COCTaBIATh KaKJIble
4 Henenu, IPU KaXI0H CMEHe JIOTa pearcHTa Wi B CIydae
HEOOXOJMMOCTH, Hamp, €CIM  Pe3yibTaThl  KOHTPOJSA
Ka4yecTBa He MOMAJA0T B peepeHTHBII JUaa3oH.

XAPAKTEPUCTHUKHU ONIPEAEJIEHUS

OTH METPOJIOTHYECKHE XapAKTEPUCTUKU OBLIM IOIydYeHBI
TpH MCTIOTB30BAHMH aBTOMATHYECKOTO aHanmmu3aTopa BS-400
w/unmu Hitachi 917. Pesynbrarsl, monyveHHble Ha APYrUX
AHAIN3aTOPAX, MOTYT OTJIHYATHCS.

=  LOQ: 5,2 ur/mi.
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= Jluneitocts: 10 1000 Hr/mi.

B ciy4ae Gosee BHICOKMX KOHILEHTpALHii, pa3baBbTe Mpody
0,9% NaCl wn mnosTopuTe WuCCIe0oBaHKHE. Pesymprar
YMHOXBTE Ha (pakTop pa3BeieHusl.

=  Cneunduynocrs / Unrepdepenunun

Temorno6un no 0,98 r/mn, OwimpybmH mo 62 wr/mm,
RF no 520 ME/mn, tpuriuuepuast 10 500 Mr/mun He BIMSIOT
Ha pe3yJbTaThl ONpPeIeICHUI.

= TouyHocTh

IoBTOpsieMocTH Cpennee SD (6\%
(Mexy cepusiMu) n = 21 [ar/mn] | [ar/™Mia] | [%]
ypoBeHs 1 14,90 0,60 4,0
YpOBEHSB 2 100,00 0,65 0,6
YpOBEHb 3 431,05 2,20 0,5
Bocnpoussoanmocts Cpennee SD Ccv
(130 JIHSA B JieHb) n = 21 [ar/mn] | [ar/ma] | [%]
ypoBeHsb 1 16,47 0,87 5,31
YpOBEHb 2 105,18 1,60 1,52
YPOBEHb 3 428,71 3,52 0,82

= CpaBHeHHe MeTOJa

CpaBHeHHEe — pe3yibTaToB  ompejeneHus  QeppuTHHA
MOJTYYEeHHBIX Ha aHaNIu3aTopax BS-400 y)
u Ha ADVIA 1800 (x) ¢ ucrnonp3oBaHueM 65 o6pa3IoB aano
CIIETyIOIIHE PE3yTbTAThL:

y=0,9629 x — 9,7616 ur/mi;

R=10,998 (R — k03 dHIMEHT KOppETSALIH)

YTUJIU3ALUS OTXOA0B
B cooTtBeTcTBHY € IOKAIBHBIMU TPEOOBAHUSIMHU.
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PROGRAM NA ANALIZATOR / APPLICATION /AJANITALIUASA:

e BS-400

BASIC

Test information Reagent volume

No. 47 R1 180

Test FERR R2 80

Full Name Ferritin R3

Std. No. 47 R4

Sample volume

Standard 7 15 10

Increased 14 15 10

Decreased 3.5 15 10

Reaction Parameters

Reac. Type Fixed-Time Direction Increase

Pri. Wave 570 Rgt. Blank 0 0

Sec. Wave Reac. Time 44 60

Result Setup

Decimal 0.1 Slope 1

Unit ng/ml Inter 0

Judgment Criteria

Absorbance 0 0 Lin. Range 52 1000

Incre. Test 0 Lin. Limit

Decre. Test 0 Subs. Limit

o0 Prozone o Rate o Antigen

Ql 0 [Q2 0 Q3 0 [Q4 0

PC 0 ABS 0

CALIBRATION

Calibration

Rule Logit-Log 4P

Replicate 3

K

Judgment Criteria

Sensitivity Blank Abs.

Factor Diff. Error Limit

SD Corr. Coeff.
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