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ACCENT-200 FERRUM

Nr kat. 7-258 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania st¢zenia Zelaza
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, BS-120, 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

Zelazo jest najobficiej wystepujacym w  organizmie
pierwiastkiem $ladowym. Wigkszo$¢ zelaza jest ulokowana
wewnatrz czasteczek hemu w hemoglobinie, mioglobinie,
katalazie, peroksydazie i cytochromach. Zelazo jest
magazynowane W  postaci zwigzanej z  ferrytyna
lub hemosyderyna, a transportowane przez transferyne.
Oznaczanie poziomu zelaza jest szczegdlnie przydatne
w diagnozowaniu i leczeniu réznych typéw anemii.

ZASADA METODY

Metoda kolorymetryczna z ferrozyna, bez odbialczania.

Jony zelaza (Fe**) zwigzane we krwi z transferyng
sa uwalniane w $rodowisku kwasnym w obecnosci
detergent6w, a nastgpnie redukowane do jonéw zelaza (Fe?*)
przez askorbinian. Jony zelaza (Fe*) reaguja z solag sodowa
3-(2-pyridylo)-5,6-bis(2-[4-kwas fenylosulfonowy])-1,2,4-
triaziny (ferrozyna) tworzac barwny zwiazek. Jony miedzi
Cu?* s3 wigzane przez tiomocznik. Intensywno$¢ zabarwienia
jest wprost proporcjonalna do stgzenia zelaza.

ODCZYNNIKI

Sklad zestawu

1-REAGENT 3x31ml
2-REAGENT 2x 10 ml

Tlos¢ testow:

ACCENT-200 330
ACCENT-200 II GEN 330
ACCENT-2208 330
ACCENT 8120 400
ACCENT MC240 400
ACCENT M320 400
BS-120 330

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwato$¢ do daty waznosci podanej na opakowaniu.
Odczynniki przechowywane na poktadzie aparatu w 2-10°C
sq stabilne przez 12 tygodni.

Stezenia skladnikéw w odczynniku

1-REAGENT

kwas cytrynowy (pH 1,9) <240 mmol/l
tiomocznik <108 mmol/l
detergent <7%
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2-REAGENT

askorbinian sodu

s61 sodowa 3-(2-pyridylo)-5,6-bis(2-[4-
kwas fenylosulfonowy])-1,2,4-triaziny
(ferrozyna)

konserwant

stabilizator

<150 mmol/l

< 6 mmol/l

OSTRZEZENIA 1 UWAGI
= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!
= Aby unikng¢ niebezpieczenstwa 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 nastgpnie bardzo doktadnie wyptukac¢
wodg destylowana.
= 1-REAGENT spetnia kryteria klasyfikacji zgodnie
z rozporzadzeniem (WE) nr 1272/2008.
Sktadniki:
1-REAGENT zawiera kwas cytrynowy.
Niebezpieczenstwo
H314 Powoduje powazne oparzenia skory
oraz uszkodzenia oczu.
P280 Stosowaé¢ regkawice ochronne, odziez
ochronng, ochrong oczu lub ochrong twarzy.
P305+P351+P338 W PRZYPADKU DOSTANIA SIE
DO OCZU: Ostroznie ptuka¢ wodg przez kilka minut. Wyjaé
soczewki kontaktowe, jezeli sa i mozna je fatwo usunaé.
Nadal ptukaé.
P310 Natychmiast skontaktowa¢ si¢ z OSRODKIEM
ZATRUC lub lekarzem.

MATERIAL BIOLOGICZNY B

Surowica bez $ladéw hemolizy, pobrana w plastikowe
probowki.

Czerwone krwinki nalezy jak najszybciej oddzieli¢
od surowicy.

Surowica moze by¢ przechowywana do 7 dni w temp.
15-25°C lub przez 3 tygodnie w temp. 2-8°C.

Jednak polecamy wykonywaé¢ badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

Do wykonania préby zerowej nalezy uzywaé¢ wody
dejonizowane;j.

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
oraz BS-120, moze wystapi¢, wplywajacy na wyniki
oznaczef, efekt przeniesienia pomi¢dzy odczynnikami:
FERRUM - FERRITIN, TOTAL PROTEIN II GEN -
FERRUM.

W celu uniknigcia tego efektu nalezy zastosowac sig
do zalecen zawartych w instrukcji: 51_03_24_001_ACCENT-
200_CARRYOVER.
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WARTOSCI PRAWIDEOWE & 10

= Precyzja

surowica pg/dl umol/l

noworodki 100 - 250 17,9 -4428
niemowleta 40 -100 72-179
dzieci 50-120 9,0-21,5
kobiety 50-170 9,0 -304
mezezyzni 65175 11,6 - 31,3

Prébki powinny by¢ pobrane od pacjentéw rano na czczo,
poniewaz w ciggu dnia stgzenie zelaza moze zmniejszy¢ si¢
030%.

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresow  wartoSci  prawidlowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

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

Do kalibracji analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, BS-120, nalezy stosowa¢ CORMAY
MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176)
lub CORMAY MULTICALIBRATOR LEVEL 2 (Nr kat.
5-175; 5-177) w zaleznosci od numeru serii kalibratora.
Jako kalibratora 0 nalezy uzywa¢ wody dejonizowane;.

Do kalibracji analizatora automatycznego ACCENT-220S,
nalezy  stosowa¢ CORMAY  MULTICALIBRATOR
LEVEL 1 (Nr kat. 5-174; 5-176) i LEVEL 2 (Nr kat. 5-175;
5-177) lab CORMAY MULTICALIBRATOR LEVEL 2
(Nr kat. 5-175; 5-177) w zalezno$ci od numeru serii
kalibratora. Jako kalibratora 0 nalezy uzywa¢ wody
dejonizowanej.

Krzywa kalibracyjna powinna by¢ sporzadzana co 12 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 analizatoréw
automatycznych: ACCENT-200 i ACCENT MC240.
W  przypadku przeprowadzenia oznaczenia na innym
analizatorze lub manualnie otrzymane wyniki moga r6zni¢ si¢
od podanych.

= Czulosé¢
4,1 pg/dl (0,73 umol/l) - ACCENT-200
2,0 pg/dl (0,36 umol/l) - ACCENT MC240

= Liniowosé
do 1000 pg/dl (179 umol/1) - ACCENT-200
do 1300 pg/dl (232,7 umol/l) - ACCENT MC240

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

=  Specyficznos¢ / Interferencje

Kwas askorbinowy do 62 mg/l, bilirubina do 20 mg/dl,
triglicerydy do 1000 mg/dl oraz miedz do 500 pg/dl nie
wplywaja na wyniki oznaczenia. Hemoglobina interferuje
nawet w niewielkich ilo$ciach.
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Powtarzalnos¢ Srednia SD CV

(run to run) [peg/dl] | [pgdl] | [%]
ACCENT-200 poziom 1 66,1 0,72 1,10
n=10 poziom 2 246,5 1,04 0,42
ACCENT MC240 | poziom 1 60,4 0,37 0,6
n=20 poziom 2 223.7 1,16 0,5
Odtwarzalnosé¢ Srednia SD CV

(day to day) [pg/dl] | [pgrdl | [%]
ACCENT-200 poziom 1 65,8 1,23 1,87
n=10 poziom 2 247,1 2,51 1,01
ACCENT MC240 | poziom 1 62,7 1,77 2,8
n=80 poziom 2 231,2 3,79 1,6

= Poréwnanie metody

Poréwnanie  wynikéw  oznaczen Zelaza wykonanych
na ACCENT 200 (y) i na BS-400 (x), z uzyciem 85 prébek
surowicy, dalo nastgpujace wyniki:

y =0,956 x + 4,3082 ug/dl;

R=0,997 (R — wspdtczynnik korelacji)

Poréwnanie  wynikéw  oznaczen Zelaza wykonanych
na ACCENT MC240 (y) i na ADVIA 1800 (x), z uzyciem 58
prébek surowicy, dato nastgpujace wyniki:

y=1,0372x - 0,9453 pg/dl;

R =1,000 (R — wspdtezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowaé zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit for determination of iron concentration used
in automatic analysers: ACCENT-200, ACCENT-200 IT GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, BS-120, 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

Iron is the most abundant trace element in the organism. Most
of the iron in humans is located within heme molecule which
is incorporated into hemoglobin, myoglobin, catalase,
peroxidase and cytochromes. Iron is stored bound to ferritin
or hemosiderin and is transported by transferrin. Measurement
of iron level is valuable especially in diagnosis of different
types of anemia.

METHOD PRINCIPLE

Colorimetric method with ferrozine, without deproteinization.
Iron ions (Fe**), bounded in blood to transferrin are released
in acid solution and in the presence of detergents and reduced
to Fe** by ascorbate. Fe?* forms with 3-(2-pyridyl)-5,6-bis(2-
[4-phenyl sulfonic acid])-1,2,4-triazine sodium salt (ferrozine)
coloured complex, Cu** ions are bound by thiourea.
The colour intensity is directly related to the iron
concentration.

REAGENTS

Package

1-REAGENT 3x31ml
2-REAGENT 2x 10 ml

The reagents, stored at 2-8°C are stable up to expiry date
printed on the package. The reagents stored on board
of the analyser at 2-10°C are stable for 12 weeks.

Concentrations in the test

1-REAGENT

citric acid (pH 1.9) <240 mmol/l
thiourea <108 mmol/l
detergent <7%
2-REAGENT

sodium ascorbate <150 mmol/l
3-(2-pyridyl)-5,6-bis(2-[5-furyl sulfonic

acid])-1,2,4-triazine sodium salt (ferrozine) < 6 mmol/l
preservative

stabilizer

WARNINGS AND NOTES

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 HCl
solution and then thoroughly rinsed with distilled water.

= 1-REAGENT meeting the criteria for -classification
in accordance with Regulation (EC) No 1272/2008.
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Ingredients:
1-REAGENT contains citric acid.
Danger
H314 Causes severe skin burns and eye
damage.
P280 Wear protective gloves, protective
clothing, eye protection or face protection.
P305+P351+P338 IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact lenses, if present
and easy to do. Continue rinsing.
P310 Immediately call a POISON CENTER or doctor.

SPECIMEN B3

Serum free from hemolysis, collected in plastic tubes.

Serum should be separated from red blood cells as soon
as possible after blood collection.

Serum can be stored up to 7 days at 15-25°C or up to 7 weeks
at 2-8°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: FERRUM - FERRITIN, TOTAL PROTEIN II GEN -
FERRUM. To avoid this effect follow the recommendations
contained in the instruction 51_03_24_001_ACCENT-200_
CARRYOVER.

REFERENCE VALUES 3 10

serum pg/dl umol/l

newborns 100 — 250 17.9-44.8
infants 40 - 100 72-179
children 50 - 120 9.0-215
adult females 50-170 9.0-304
adult males 65— 175 11.6-31.3

Samples should be taken in the morning from patients
in a fasting state, since iron values decrease by 30% during
the course of the day.

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 1I GEN, BS-120, the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)
or CORMAY MULTICALIBRATOR LEVEL 2 (Cat. No
5-175; 5-177) is rec ded depending on the calibrator
lot number. Deionised water should be used
as a calibrator 0.
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For the calibration of automatic analyser ACCENT-220S,
the CORMAY MULTICALIBRATOR LEVEL 1 (Cat. No
5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
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 12 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
analysers: ACCENT-200 and ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

=  Sensitivity
4.1 pg/d1 (0.73 umol/l) - ACCENT-200
2.0 pg/dl1(0.36 pumol/l) - ACCENT MC240

= Linearity
do 1000 pg/dl (179 pmol/l) - ACCENT-200
do 1300 pg/dl (232.7 umol/l) - ACCENT MC240

For higher concentrations dilute the sample with 0.9% NaCl
and repeat the assay. Multiply the result by dilution factor.

= Specificity / Interferences

Ascorbate up to 62 mg/l, bilirubin up to 20 mg/dl,
triglycerides up to 1000 mg/dl and copper up to 500 pg/dl
do not interfere with the test. Haemoglobin interferes even
in small amount with the determination.

= Precision

Repeatability Mean SD CV

(run to run) [ug/dl] | [ug/dl] | [%]
ACCENT-200 level 1 66.1 0.72 1.10
n=10 level 2 246.5 1.04 0.42
ACCENT MC240 | level 1 60.4 0.37 0.6
n=20 level 2 222.7 1.16 0.5
Reproducibility Mean SD Ccv

(day to day) [pg/dl] | [pg/dl] | [%]
ACCENT-200 level 1 65.8 1.23 1.87
n=10 level 2 247.1 2.51 1.01
ACCENT MC240 | level 1 62.7 1.77 2.8
n=80 level 2 231.2 3.79 1.6

=  Method comparison

A comparison  between iron  values  determined
at ACCENT 200 (y) and at BS-400 (x) using
85 serum samples gave following results

y =0.956 x +4.3082 pg/dl;

R =0.997 (R — correlation coefficient)

A comparison  between iron  values  determined
at ACCENT MC240 (y) and at Advia 1800 (x) using
58 serum samples gave following results:

y =1.0372 x — 0.9453 pg/dl;

R =1.000 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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HNPEANOJATAEMOE UCITIOJIb30BAHUE
JluarHoctHyecknii HabOp JUIA ONpeseIeHHs KOHIEHTPAIN
xenesa. HabGop  mpenHasHadeH  JUIA  MCIIONB30BaHHS
Ha ABTOMAaTHYECKUX aHaIM3aTopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT 220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, ACCENT 400
u ACCENT Neo200.

PeareHThl JOJDKHBI HCIOIb30BATHCS TONBKO JUIA MATHOCTUKH
in vitro, KBaIM(QHIIMPOBAHHBIM J1aOOPATOPHBIM HEPCOHAIOM,
B IemAX, A KOTOPBIX ~ OHH  IIpeJHAa3HAuYeHBI,
B COOTBETCTBYIOIIHX JIA00PATOPHBIX YCIOBHSIX.

BBEJIEHUE

XKenmezo — camplif  pacmpOCTPaHEHHBI  MHKPO3JIEMEHT
B oOpramsMe B OoibmoM KomudecTBe. OCHOBHAs dacTh
JKele3a B OpraHM3Me COCPEIOTOYeHa B MOJICKyJle Tema,
BXOJIAIIEH B COCTaB I'eMOITIOOMHA, MHOTJIOOMHA, KaTanasbl,
HepoKCcHIa3kl M IUTOXpoMoB. Keme3o JiemoHHpyeTcs
B (opme, CBA3aHHOI ¢ (DEPPUTHHOM MM T€MOCHACPUHOM,
a TEepeHOCUTCs ¢ IOMOLIbI0 TpaHcdeppuHa. OnpeneneHue
COoIep)KAaHUs JKele3a OCOOCHHO BaXHO INPH JIHATHOCTHKE
Pa3INYHbIX TUIIOB aHEMUMU.

NMPUHIMUITI METOJA

Konopumerpuueckuit METOJ c (heppoznHOM
6e3 nenporeunusauun. Hombl skeneza (Fe’*), cpsazamble
B KPOBH C TpaHC(EPpPUHOM, BBHICBOOOXKIAIOTCS B KHCION
cpene B NIPUCYTCTBUN JE€TEPreHTOB, a 3aTEM
BOCCTAHABJIMBAIOTCS 10 MOHOB skene3a (Fe**) mpu yuactun
ackopGara. Mombl skenesa (Fe?*) pearmpyroT ¢ HarpueBoii
conbio  3-(2-mupuann)-5,6-6uc(2-[4-pennncynsdokucioral)-
1,2,4-tpuasuna (peposuna), o6pazys OKpalIeHHBIH KOMIIEKC.
Honbt Menu Cu* CBSI3BIBAIOTCS THOMOYEBHUHOM.
HuTencuBHOCTH OKpacKu psIMO TPONOPLIMOHANIBHA
COIEPIKAHUIO XKele3a.

PEATI'EHTBI

CocraB Habopa

1-REAGENT 3x 31 mn
2-REAGENT 2x 10 mn

Pearentsl 1pu Temmneparype 2-8°C, coXpaHsIOT CTaOHIBHOCTh
B TEYEHHE BCEI'O CPOKA TOJHOCTHU, YKAa3aHHOI'O Ha YNaKOBKE.
CrabunbHocTh Ha OopTy aHammzaropa mnpu  2-10°C
cocrassier 12 Hezens.

KonueHTpamm KOMIIOHEHTOB B peareHrax

1-REAGENT
nmamonHast kucnora (pH 1,9) <240 mmomb/n
THOMOYEBHHA < 108 MmmoJIB/1
JIeTepreHT <7%
2-REAGENT

ackopOaT HaTpHst < 150 mmonb/1
HaTpueBas cosb 3-(2-mupummn)-5,6-6uc(2-
[4-benuncynbdoxucnoral)-1,2,4-tpuazun
((epposnm)

KOHCEPBAHTHI

< 6 MMOIB/NT

ACCENT-200 FERRUM (I GENERACIJA / Il GENERATION / Il TIOKOJIEHUE)

NPEAYIPEXJIEHWUS U TPUMEYAHUS
= JlpemoxpaHsATb  OT  HOPSAMBIX  COJNHEYHBIX  JIyuei
M 3arps3HeHus!
= 3arpssHeHHas MOCyJa SBJIACTCS OCHOBHBIM HCTOYHHKOM
3arps3HeHuil. Bo m30exaHuWe 3arpA3HEHHs IPOOBI
HOHAMH  JKeJle3a,  PEKOMEHIyeTcs  HCIIONb30BaTh
OJHOPA30BYK0 IUIACTMACCOBYIO Mmocyxy. B ciyuae
HCTIONB30BAHUS CTEKIITHHOM MOCY/Ibl, HEOOXOAUMO €€ Ha
HECKOJIbKO 4acoB 3aMouuTh B 2M pacteope HCI, a 3atem
TIIATEIHHO HPOMBITH JIUCTHIUINPOBAHHOH BOJIOM.
= 1-REAGENT COOTBETCTBYIOT KPUTEpHs KJIacCH(HKALHN
cornacHo rmocranoBienuto (EC ) Ne 1272/2008.
WHrpemeHTs:
1-REAGENT coznepXuT TMMOHHAas KMCIIOTA.
Onacnocrb
H314 Be3biBaeT cepbé3Hble OXKOTM  KOXKHU
W HOBPEXICHHS T1a3.
P280 IToap30BaThCst 3AUTHBIMU NE€PYATKAMM,
3aIIUTHOM OJIEXKJI0H, CPEJICTBAMH 3aIllUTHI IJIa3
WM JTULA.
P305+P351+P338 Ilpun nomaganum B rmaza: OCTOPOXKHO
TPOMBITH TJ1a3a BOHOﬁ B T€YCHUEC HECKOJIbKUX MUHYT. Custb
KOHTAKTHBIC JIMH3bI, €CIIA Bbl MOJIL3YETECh UMU U €CIIU 3TO
JICTKO ceNaTh. HpOZlOJ'DKI/ITB TIPOMBIBAHUE TJ1A3.
P310 HememieHHO 0OpaTUTBCS B TOKCHKOJIOTHYECKUH LEHTP
WM K Bpauy.

BUOJIOTMYECKUIT MATEPHAJT

ChIBOpOTKA 0e3 CIIEIOB reMoJIn3a, IIOMEILEHHAS
B IUIACTMACCOBBIE TPOOHPKH.

DpUTPOLUTHI ClIEAYeT MaKCHMAalIbHO OBICTPO OTACIHUTH OT
chIBOpPOTKH. CBIBOPOTKA MOXKET XPAaHUThCA B TEUEHHE
1o 7 nHeit mpu Temneparype 15-25°C, mu6o Ha 3 Henenu npu
Temmeparype 2-8°C.

Tem He MeHee, peKOMEHIYETCsl MPOU3BOAUTH HCCIEAOBAHUS
Ha CBEXKEB3STOM OHMOJIOTMYECKOM MaTepHae!

HOPOLIEJIYPA ONPEJEJIEHUS
1-REAGENT u 2-REAGENT roToBbI K HCIIOJIb30BAHHIO.

B kauecTBe OIaHK-pearcHTa PEKOMEHIYeTCS HCIOIb30BaTh
JICHOHU30BaHHYIO BOJLY.

Heo0xonumele aeiicTBus:

IIpu BeimonHeHnn aHanu30B Ha aHanu3aropax: ACCENT-200,
ACCENT-200 IT GEN, ACCENT-220S u BS-120 B03MOXHO
HCKaXKeHHe pe3yIbTaToB aHAJIN30B, BBI3BAaHHOE
NepPEeKPeCTHbIM __ 3arpsi3HEHHeM  MEXIy  pearcHTaMu:
FERRUM - FERRITIN, TOTAL PROTEIN II GEN -
FERRUM. UYroGsl wu3bexarb 3Toro sddexra, ciemyiite

KpoBb cienyer orOuparh yTpoM M HATOIIAK, IOCKOJBKY B
TCYCHUE HS KOHLEHTpANUA KEJIC3a MOXKET YMEHbINATHCA HA
30%.

Kaxmoii nmabopaTopunm peKOMeHIyeTcsl pa3paboTaTh CBOH
COOCTBCHHBIC HOPMBI, XapaKTepHble Ui o0cieryemMoro
KOHTHUHICHTA.

KOHTPO.JIb KAYECTBA

JIns  BHYTpEHHEro KOHTPOJII KauecTBa PEKOMEHIyeTcs
HCIIOJIb30BaTh KOHTpOibHbIE chiBOpoTkH CORMAY SERUM
HN (Kar.Ne 5-172) 1 CORMAY SERUM HP (Kat.Ne 5-173).
Jlns xanubpoBkH aBToMaTHueckux aHanuzatopoB: ACCENT-
200, ACCENT-200 II GEN, BS-120, pexomenayetcs
ucnons3oBate CORMAY MULTICALIBRATOR LEVEL 1
(Kat.Ne 5-174, 5-176) WIH CORMAY
MULTICALIBRATOR LEVEL 2 (Kar.Ne 5-175; 5-177)
B 3aBHCHMOCTH OT HOMepa cepuH KaimbpaTtopos. B
kagectBe (O-KanmbpaTopa PEKOMEHIyeTcsi HCIIOb30BaTh
JICHOHN30BaHHAs BOJIA.

s KaJInOpOBKI aBTOMATHYECKOTO aHaIM3aToOpa
ACCENT-220S pekomenayetrcs ucnons3oBatb CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
nLEVEL 2 (Kar.Ne 5-175, 5-177) mam CORMAY
MULTICALIBRATOR LEVEL 2 (Kar.Ne 5-175; 5-177)
B 3aBHCHMOCTH OT HOMepa CepuH  KaJIHGpaToOpoB.
B kayectBe 0-KanmbpaTopa PEKOMEHIYeTCsl HCIIOJIb30BaTh
JICHOHN30BaHHAs BOJIA.

KanmiOpoBOouHYI0O KpUBYIO CIEIYyeT COCTAaBIATh KaK/ple
12 Henenb, MpU KaXAOW CMEHE JIOTA PEareHTOB M B Cilydae
HEOOXOJMMOCTH, HAmp. €CIH Pe3yJIbTaThl OMpeaeTICHHs
KOHTPOJIBHBIX CBIBOPOTOK HE MOMANaloT B pedepeHTHbIH
JIMaIIa30H.

XAPAKTEPUCTHUKH ONIPEJEJEHUA

OTH METPOJIOrNYECKHE XapaKTEPHUCTUKH OBbLIN IOIYYSHBI IPU
HCIIOJIb30BAHUUN ABTOMATUYCCKUX AHAIA3aTOPOB:
ACCENT-200 u ACCENT MC240 Pe3ynbTaThl, NOTy4eHHbIC
Ha JPYruX aHAJIM3aTOPax U BPYYHYIO, MOT'YT OTJIMYAThCS.

=  YyBCTBHTEILHOCTH
4,1 mxr/m (0,73 mxmons/i) - ACCENT-200
2,0 mxr/mr (0,36 mxmorw/) - ACCENT MC240

= JluHeiiHOCTH
10 1000 vxr/mt (179 mxmorw/) - ACCENT-200
10 1300 mxr/mr (232,7 mxmonw/it) - ACCENT MC240

Jlns  Gonee BBICOKMX KOHIIGHTpammii TpoOBl  ciemyer
paz6aButs 0,9% NaCl n mnoropurs anamus. Pesynabrar
CIIe/lyeT YMHOKHUTB Ha (JaKTOp pa3BeIeHUs.

= Cneuudnunocrs / Unrepdepenunn

Ackopbar 1o 62 wmr/m, Owmupyobun go 20 wmr/mu,
Tpurmuuepuapl go 1000 mr/mn u mens go 500 Mkr/mn
He BIUAIOT Ha pe3yibTaThl ONpeleleHui. I'emMoriobun
uHTepdEepUpyeT Naxe B HEOONBIIOM KOJIHYECTBE.

®* TouHocTh

BocnpoussoaumocTts Cpennee SD (6)%
(130 JHS B JICHb) [mxr/mn] | [mxr/mi] | [%]
ACCENT-200 ypoBeHb 1 65,8 1,23 1,87
n=10 YpOBeHb 2 247,1 2,51 1,01
ACCENT MC240 | yposens 1 62,7 1,77 2,8
YpOBeHb 2 231,2 3,79 1,6

PEKOMEHJAlUsIM, coziepKaIuMCst B HHCTPYKLHI

51_03_24_001_ACCENT-200_CARRYOVER.

PE®EPEHTBIE BEJIMYUHBI & 1°
CBIBOPOTKA MKTI/11 MKMOJIB/IT
HOBOPOXKACHHBIE 100 - 250 17,9-448
MIIaICHLIbI 40 - 100 72-179
JIeTH 50-120 9,0-21,5
JKCHILUHBI 50 -170 9,0-304
MY)KYHHBI 65 - 175 11,6 -31,3

IoBTOpsieMocTh Cpennee SD (&)%)

(MEXIY CepHsIMU) [mxr/ma] | [mxr/mn] | [%]
ACCENT-200 ypoBeHsb 1 66,1 0,72 1,10
n=10 YpOBEHb 2 246,5 1,04 0,42
ACCENT MC240 | yposens 1 60,4 0,37 0,6
n=20 YpOBEHb 2 223,7 1,16 0,5
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= CpaBHeHHe MeTOAa

CpaBHEeHHE Pe3yJbTaTOB ONPEICNCHHUs JKeje3a MOIyYeHHBIX
Ha anamuzatope ACCENT-200 (y) u Ha BS-400 (x) c
ucrnosb3oBaHueM 85 o0pasia CHIBOPOTKH Ial0 CIEAYIOLIHe

Pe3yIbTaTHI:
y =0,956 x + 4,3082 Mkr/m;
R=0,997 (R — xoapdumment xoppensuum)

CpaBHeHHE Pe3yJbTaToOB ONpEENCHHUs Kele3a IONTyICHHBIX
Ha anaimmzarope ACCENT MC240 (y) u na Advia 1800 (x)
¢ UCIONB30BaHHEM 58 06pa3siia CBIBOPOTKH JaJ0 CIEAYIOIIHe

Pe3yIbTaTHI:
y =1,0372 x - 0,9453 mr/nn;

R =1,000 (R — ko3 dunnent koppensin)
YTUWIN3ALUSI OTXO10B

B coOTBEeTCTBHH C TOKAITBHBIMHI TpCGOBaHI/IﬂMH.
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ACCENT-200 FERRUM

PROGRAM NA ANALIZATOR / APPLICATION for / ATAIITALIUS nasi:

*« ACCENT-200 ¢« ACCENT-220S * ACCENT S120
Parameters Parameters
Test Name FERRUM R1 250 Test FERRUM R1 250 Chem [ FERRUM | No.[ 014 ] Sample Type
Test No 14 R2 50 No 14 R2 50 Chemistry [ FERRUM | Print name
Full Name FERRUM Sample Volume 20 Full Name FERRUM Sample Volume 20 Reaction Type [ Endpomnt | Reaction Direction
Reference No | 14 R1 Blank Standard No | 14 R1 Blank i
Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint Mixed Rtg. Blank Pri Wave [ 578 nm ] Sec Wave
Pri. Wave. 546 nm Concentration 4.1 11000 Pri. Wave. 546 nm Linearity Range 5.5 11000 Unit [ug/dL ] Decimal
Secon. Wave. | 670 nm Linearity Limit Sec. Wave. 670 nm Linearity Limit Incubation Time
Trend Increase Substrate Limit Direction Increase Substrate Limit Blank Time | 3 | [ 1 | Reaction Time
Reac. Time -1 |20 Factor Reac. Time -1 |20 Factor Sample Vol Aspir: . §

ample Vo spirated Diluent Reagent Vol
Incuba. Time |20 |:| Prozone check Incuba. Time |22 |:| Prozone check Standard l_f6—| uL f% wb [ L R1 uL
Unit pg/dl Unit pg/dl
Precision 0.1 ql I:l q2 l:l q3 l:l q4 l:l Precision 0.1 ql I:l q2 l:l q3 l:l q4 l:l Decreased | 16 L | 2 ut. | 180 | L Ra[_40_JuL
Increased [ | uL | JuL | | uL
PC | | Abs | | PC | | Abs | | l:l Sample Blank Auto Rerun
Calibration Rule Calibration Rule Linearity range (Standard) [ 4 | [ 1300 | Linearity Limit [ |
RUIe, L. Two-point Linear RUIe, L. Multi-point Linear Linearity Range (Decreased) ‘ ‘ | ‘ Substrate Depletion | |
ponsitivity ! ponsitivity ! Linearity Range (Increased) \ ] ] Mixed Blank Abs [__-40000 ] [—40000 ]
Replicates 3 Replicates 3 1xed Blank Abs
Interval (day) 84 Interval (day) 34 R1 Blank Abs [___-40000 ] [ 40000 | On-board Stability Day(s)
Difference Limit 0 Difference Limit 0 Blank Response [ -40000 | [ 40000 ] Reagent Alarm Limit [ ]
SD 0 SD 0 Twin Chemistry | ] :l Enzyme Linear Extension
Blank Response 050000 Blank Response 050000 ] Prozone Check
Error Limit 0 Error Limit 0
Coefficient 0 Coefficient 0 oo T o [ 1 v L JC ] o | | o4 | | v [ T[]
os 1 oo [—1 vs L7 epcl | pc2 | I I B
I:' Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment

« ACCENT-200 II GEN ¢ BS-120 [ | Pretreat Sample Vol ] uL Pretreat Sample Vol | uL
Parameters Parameters CALIBRATION SETTINGS AUTO CALIBRATION
TestName | FERRUM RI 250 Test FERRUM RI 250 Math model [ Two-point linear | [ 1 Bottle Changed
Test No 14 R2 50 No 14 R2 50 Factor 1 Replicates [ TLotChanged
Full Name FERRUM Sample Volume 20 Full Name FERRUM Sample Volume 20 [ ] cCalTime
Reference No | 14 R1 Blank Standard No | 14 R1 Blank ACCEPTANCE LIMITS
Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint Mixed Rtg. Blank Cal Time Hour
Pri. Wave. 546 nm Concentration 3.7 1000 Pri. Wave. 546 nm Linearity Range 7.5 | 1180 Slope Diff [ sp [
Secon. Wave. | 670 nm Linearity Limit Sec. Wave. 670 nm Linearity Limit Sensitivi 1 Repeawbili 20000

- . . - ensitivity epeatability
Trend Increase Substrate Limit Direction Increase Substrate Limit
Reac. Time -1.]20 Factor Reac. Time -1 ]16 Factor Deter Coetf [
Incuba. Time |19 |:| Prozone check Incuba. Time | 16 |:| Prozone check
Unit pg/dl Unit pg/dl
Precision 0.1 ql I:l q2 l:l q3 l:l q4 l:l Precision 0.1 ql I:l q2 l:l q3 l:l q4 l:l
PC | | Abs]| | PC | | Abs]| |
Calibration Rule Calibration Rule
Rule Two-point Linear Rule Two-point Linear
Sensitivity 1 Sensitivity 1
Replicates 3 Replicates 3
Interval (day) 84 Interval (day) 84
Difference Limit 0 Difference Limit 0
SD 0 SD 0
Blank Response 050000 Blank Response 050000
Error Limit 0 Error Limit 0
Coefficient 0 Coefficient 0
\
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* ACCENT MC240

« ACCENT M320

Chem [ FERRUM | No.[ 014 ] Sample Type
Chem [ FERRUM ] No.[ o014 ] Sample Type Chemistry [ FERRUM | Print name
Chemistry [ FERRUM | Print name Reaction Type | Endpoint | Reaction Direction
Reaction Type | Endpoint | Reaction Direction Pri Wave [ 570 nm | Sec Wave
Pri Wave [ 570 nm ] Sec Wave Unit [ug/dL ] Decimal
Unit [ug/dL ] Decimal Incubation Time
Incubation Time @ Blank Time | -3 ] [ -1 | Reaction Time
Blank Time [ -3 ] [-1 | Reaction Time Sample Vol Aspirated Diluent Reagent Vol
Sample Vol Aspirated Diluent Reagent Vol Standard ,—h uL ’_p—| e [ R1 uL
Standard [___16 ] uL | JuL | ] uL RI uL Decreased [ 6 | uL | 20 JuL [ 180 uL R2 uL
Decreased | 16 | uL | 20 JuL | 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) ‘ 3.9 | | 1300 ‘ Linearity Limit | |
Linearity range (Standard) [2 | ‘ 1300 | 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 [ -35000 | [ 35000 ] R1 Blank Abs [___-35000 ] [ 35000 ] On-board Stability Day(s)
RIBlank Abs [ 35000 ] [ 35000 ] On-board Stability [ 841 Day(s) Blank Response 35000 ] [__35000 ] Reagent Alarm Limit [ ]
Blank Response | -35000 | [ 35000 ] Reagent Alarm Limit [_______] Twin Chemistry | | I:l Enzyme Linear Extension
Twin Chemistry | ] ] Enzyme Linear Extension [ Prozone Check
[ Prozone Check or [ 1] 2 1 vt 10 o3[ ] 04 [ ] v2 [ 1 [
oo 1 o2 [ wvi [JC o3[ | o4 | | v2 | | os 1 o6 [ vi [ e | ] P2 | | 101
o [ 1] Q6 1 v3 101 pct | | pc2 | I [ ] ] [ sample Pretreatment [ Control Pretreatment [ calibrator Pretreatment
I:l Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment [ | Pretreat Sample Vol I:l uL Pretreat Sample Vol I:l uL
[ I Pretreat Sample Vol [ ] uL Pretreat Sample Vol [ ] uL CALIBRATION SETTINGS AUTO CALIBRATION
CALIBRATION SETTINGS AUTO CALIBRATION Math model [ Two- point linear ] [ T Bottle Changed
Math model [ Two-point linear ] I:' Bottle Changed
Factor :l Replicates |:| Lot Changed
Factor I:l Replicates I:' Lot Changed l:l Cal Time
C lcaTime ACCEPTANCE LIMITS
ACCEPTANCE LIMITS Cal Time Hour
Cal Time Hour Slope Diff [ | sp [ ]
Slove Diff 1 sp 1] Sensitivity [ Repeatability
Sensitivity [1 Repeatability [35000 Deter Coeff [ ]
Deter Coeff I:l
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