PZ CORMAY S.A.

ul. Wiosenna 22,

05-092 Lomianki, POLSKA
tel.: +48 (0) 81 749 44 00
fax: +48 (0) 81 749 44 34
http://www.cormay.pl

0 4
ce CORMAY

PRESTIGE 24i UIBC

Nrkat. 4-186, 4-494 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania utajonej zdolnosci wigzania
zelaza, przeznaczony do wykonywania oznaczen na automatycznych
analizatorach biochemicznych: Prestige 24i, Biolis 24i, Prestige 24i
Premium, Biolis 24i Premium oraz Biolis 30i.

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

WPROWADZENIE

Calkowita ilo§¢ Zelaza w organizmie zdrowego cztowieka wynosi
okoto 3-3,5 g. Z tej ilosci okoto 2,5 g zawieraja erytrocyty
lub ich prekursory w szpiku kostnym. Osocze zawiera tylko okoto
2,5 mg zelaza. Zelazo jest transportowane jako Fe (III) zwiazane
z biatkiem osocza-apotransferyng. Kompleks apotransferyna- Fe (III)
jest zwany transferyng. Normalnie tylko okoto 1/3 miejsc wiazania
zelaza transferyny jest zajmowana przez Fe (III). Ta dodatkowa ilos¢
zelaza, ktora moze by¢ zwigzana to niewysycona (lub utajona)
zdolno$¢  wigzania zelaza (UIBC). Suma zelaza zawartego
w surowicy i UIBC jest rowna catkowitej zdolnosci wiazania zelaza
(TIBC). TIBC jest miarg maksymalnego st¢zenia Zelaza, ktore moze
by¢ zwigzane przez transferyng.

Poziom UIBC w surowicy zmienia si¢ w schorzeniach zwigzanych
z metabolizmem zelaza, czgsto wzrasta przy niedoborze zelaza
i spada w przewleklych zapaleniach i nowotworach ztosliwych
oraz w przebiegu hemochromatozy.

ZASADA METODY
Metoda kolorymetryczna z ferrozyna:

2 Fe?* (znane) + transferyna — transferyna-(Fe**) + Fe?" (nadmiar)

Fe?" (nadmiar)+ ferrozyna —p Fe?*-ferrozyna (barwny kompleks)

W $rodowisku zasadowym wobec znanego st¢Zenia jonow zelaza (1)
W surowicy nastgpuje wysycenie miejsc wigzacych transferyny.
Pozostate niezwigzane jony zelaza (II) sa oznaczane w reakcji
z chromoforem dajac reakcje barwna mierzong
spektrofotometrycznie.

Roznica pomigdzy iloscia nadmiaru zelaza i catkowita iloscig
dodanego do surowicy odpowiada ilo$ci zwiazanej z transferyna.
Jest to tzw. utajona zdolno$¢ wiazania zelaza (UIBC).

ODCZYNNIKI
Sklad zestawu

Nr kat. 4-186 Nr kat. 4-494
(statyw-24) (statyw-36)

1-Reagent 1 x40 ml 1x23ml
2-Reagent 1x12ml 1x7,5ml
Tlos¢ testow

Prestige 24i 170 100
Biolis 24i Premium 170 100
Biolis 30i 170 100

Odczynniki przechowywane w temp. 2-8°C zachowuja trwalo$¢
do daty waznosci podanej na opakowaniu. Stabilno$¢ odczynnikow
przechowywanych na pokladzie aparatu w temp. 2-10°C: Prestige
241, Biolis 24i Premium — 8 tygodni.

PRESTIGE 24i UIBC (I GENERACJA / IIGENERATION / II TIOKOJIEHHUE)

Stezenia skladnikéw w zestawie

1-Reagent

bufor (pH 8,4) 0,25 mol/l
amonowo-zelazawy siarczan 20 pmol/1l
tiomocznik 90 mmol/1l
detergent 0,1 %
azydek sodu <0,1 %
2-Reagent

askorbinian sodu 150 mmol/I
chlorek sodu 75 mmol/l
s6l sodowa 3-(2-pyridylo)-5,6-bis(2-[4-

kwas fenylosulfonowy])-1,2,4-triaziny > 10 mmol/l
(ferrozyna)

konserwanty 0,3 %

Ostrzezenia i uwagi

=  Chroni¢  przed bezposrednim  $wiattem  stonecznym
i zanieczyszczeniem!

= Nie zamraza¢ odczynnikow.

=  Aby unikng¢ zanieczyszczenia probki jonami zelaza nalezy
uzywac¢ 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 wyptuka¢ woda destylowana.

= Odczynniki konserwowane azydkiem sodu (< 0,1%). Unika¢
kontaktu odczynnika ze skora i blonami §luzowymi.

= W przypadku, gdy ilo$¢ zelaza w surowicy jest wigksza
niz zdolno$¢ wiazania transferyny wynik UIBC bedzie ujemny.

= Dla celow diagnostycznych oznaczenie UIBC powinno
by¢ wykonywane rownolegle z oznaczeniem Zelaza w probee.
Uzyskany wynik nalezy interpretowa¢ z uwzglednieniem
wyniku testu oznaczania zelaza i wartoSci procentowego
wysycenia transferyny jonami zelaza 7

= 1-REAGENT zawiera tiomocznik. ~Moze powodowac
wystapienie reakcji alergicznej (EUH208).

= 2-REAGENT zawiera 1-[1,3-Bis(hydroksymetylo)-2,5-
dioksoimidazolidyn-4-ylo]-1,3  bis(hydroksymetylo)mocznik.
Moze powodowaé wystapienie reakcji alergicznej (EUH208).

MATERIAL BIOLOGICZNY

Surowica, osocze heparynowe.

Oddzieli¢ surowicg/osocze od krwinek czerwonych najpdzniej
w ciagu 2 godzin od pobrania krwi, unikajac hemolizy.

Aby unikna¢ zanizenia wynikow spowodowanych wahaniami
dziennymi, materiat powinien by¢ pobrany rano.

Wyrzucaé zanieczyszczone probki.

Nie nalezy stosowa¢ osocza krwi pobranej na EDTA, szczawiany
i cytryniany. Substancje te wiaza jony zelaza, co uniemozliwia
reakcjg¢ z chromogenem 4.

Surowice mozna przechowywa¢ do 3 dni w temp. 20-25°C,
7 dni w temp. 4-8°C lub do miesigca w temp. -20°C. Osocze mozna
przechowywaé 7 dni w temp. 4-8°C lub do miesigca w temp. -20°C .
Jednak polecamy wykonanie badan na $wiezo pobranym materiale
biologicznym!

WYKONANIE OZNACZENIA

1-Reagent i 2-Reagent sg 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 uzywa¢ wody dejonizowane;.
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‘Wymagane dzialania:

=  Biolis 24i Premium: W przypadku wykonywania oznaczen
na analizatorze moze wystapi¢, wplywajacy na wyniki oznaczen
efekt przeniesienia pomigdzy odczynnikami. W celu
uniknigcia tego efektu, oznaczenie utajonej zdolno$ci wiagzania
zelaza nalezy wykonywaé, 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  oznaczen
na analizatorze, moze wystapi¢, wplywajacy na wyniki
oznaczen, efekt przeniesienia. W celu uniknigcia tego efektu
nalezy zastosowa¢ si¢ do zalecen zawartych w instrukcji:
51_03_24_009_BIOLIS 30i_CARRYOVER.

WARTOSCI PRAWIDLOWE 56

Wartosci prawidlowe otrzymano korzystajac z wartosci dla zelaza
surowiczego (SI) oraz TIBC podanych w literaturze.
Wynik obliczono na podstawie wzoru:

UIBC = TIBC - SI

Warto$ci referencyjne dla UIBC podano w tabeli ponizej:

surowica / osocze pe/dl pmol/l
Kobiety 80375 14-67
Megzczyzni 75-360 13-64

Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresOw wartosci prawidlowych charakterystycznych dla lokalnej
populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy doltacza¢ surowice kontrolne CORMAY SERUM HN
(Nr kat. 5-172) i CORMAY SERUM HP (Nr kat. 5-173).

Do kalibracji analizatorow automatycznych nalezy stosowac
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176).
Krzywa kalibracyjna powinna by¢ sporzadzana co 7 dni
(Prestige 24i, Biolis 24i Premium), przy kazdej zmianie serii
odczynnika lub w razie potrzeby np. je§li wartosci oznaczenia
surowic kontrolnych nie mieszczg 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 roznic¢
si¢ od podanych.

= LoB (granica $lepej préby):
4,0 pg/dl (0,72 pmol/l)

= LoD (granica wykrywalnoSci):
8,0 pg/dl (1,43 pmol/l)

= LoQ (granica oznaczalnos$ci):
40 pg/dl (7,16 pmol/l)

= Liniowos¢:
do 533 pg/dl (95,41 pmol/l)

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

= Specyficzno$¢ / Interferencje

Hemoglobina — interferuje nawet w niewielkich ilo$ciach,
kwas askorbinowy do 62 mg/l, bilirubina do 20 mg/dl, triglicerydy
do 1000 mg/dl, miedZ do 3,5 mg/dl i cynk do 15 mg/dl nie wptywaja
na wyniki oznaczenia.

PRESTIGE 24i UIBC (Il GENERACIJA / IIGENERATION / Il [IOKOJIEHHUE)

= Precyzja

Powtarzalno$¢ (run to run) Srednia SD cv
n=20 [ogdl] | [ug/dl] | [%]

poziom 1 92,00 1,79 1,94
poziom 2 124,00 2,77 2,23
Odtwarzalno$¢ (day to day) Srednia SD CcvV
n=280 [pg/dl] | [png/di] [%]

poziom 1 99,0 8,30 8.4
poziom 2 139,9 7,63 5,5

e Poréwnanie metody

Poréwnanie wynikow oznaczen UIBC wykonanych
na Biolis 30i (y) i na BS-400(x), z uzyciem 62 probek surowicy, dato
nastepujace wyniki:

y=0,9357 x + 8,8541 pg/dl;

R =0,998 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postepowac zgodnie z aktualnymi przepisami.
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Cat.No 4-186, 4-494 (EN)

INTENDED USE

Diagnostic kit for determination of unsaturated iron binding capacity
intended to use in automatic analyzers: Prestige 24i, Biolis 24i,
Prestige 24i 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

The total iron content of the body is about 3 to 3.5 g. Of this amount
about 2.5 g contained in erythrocytes or their precursors in the bone
marrow. Plasma contains only about 2.5 mg of iron. Iron
is transported as Fe (III) bound to the plasma protein 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 (III). The additional amount of iron that
can be bound is the unsaturated (or latent) iron-binding capacity
(UIBC). The sum of the serum iron and UIBC represents total iron
binding capacity (TIBC). TIBC is a measurement for the maximum
iron concentration that transferrin can bind.

Serum UIBC levels vary in disorders of iron metabolism where iron
capacities are often increased in iron deficiency and decreased
in chronic inflammatory disorders, malignancies or in course
of hemochromatosis.

METHOD PRINCIPLE
Direct, colorimetric method with ferrozine:

2 Fe?* (known) + transferrin — transferrin-(Fe’*) + Fe?* (excess)
Fe?* (excess) + ferrozine — Fe2+-ferrozine (coloured complex)

In an alkaline environment known ferrous ion concentration
incubated with serum, binds specifically with transferrin
at unsaturated iron binding sites. Remaining unbound ferrous ions
are measured with the chromogen reaction.

The difference between the amount of excess iron and the total
amount added to the serum is equivalent to the quantity bound
to transferrin. This is the UIBC (unsaturated iron binding capacity)
of the sample.

REAGENTS
Package
Cat. No 4-186 Cat. No 4-494
(24-TRAY) (36-TRAY)
1-Reagent 1 x40 ml 1x23ml
2-Reagent 1x12ml 1x7.5ml

The reagents when stored at 2-8°C are stable up to expiry date
printed on the package. Stability on board of the analyser at 2-10°C
Prestige 24i, Biolis 24i Premium — 8 weeks.

Concentrations in the test

1-Reagent

buffer (pH 8.4) 0.25 mol/l
ammonium iron (II) sulfate 20 pmol/1l
thiourea 90 mmol/1l
detergent 0.1%
sodium azide <0.1 %

PRESTIGE 24i UIBC (I GENERACJA / IIGENERATION / II TIOKOJIEHHUE)

2-Reagent

sodium ascorbate 150 mmol/l
sodium chloride 75 mmol/l
3-(2-pyridyl)-5,6-bis(2-[ 5-furyl sulfonic

acid])-1,2,4-triazine sodium salt (ferrozine) >10 mmol/l
preservatives 0.3 %

Warnings and notes

= Protect from direct sunlight and avoid contamination!

= Do not freeze the reagents.

=  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.

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

=  The negative UIBC value will occur when the patient’s serum
iron level exceeds the binding capacity of the transferrin.

= For the diagnostic purpose UIBC determination should
be perform at the same time with iron determination. Obtained
result have to be interpreted in relation to the result of iron
concentration and the percentage saturation of transferrin
with iron ions’.

=  ]-Reagent contains thiourea. May produce an allergic reaction
(EUH208).

= 2-Reagent contains 1-[1,3-Bis (hydroxymethyl)-2,5-
dioxoimidazolidin-4-yl]-1,3-bis (hydroxymethyl) urea.
May produce an allergic reaction (EUH208).

SPECIMEN

Serum, heparin plasma.

Separate serum/plasma at the latest 2 h after blood collection to avoid
hemolysis. Samples should be taken in the morning from patients,
since iron values decrease during the course of the day.

Discard contaminated specimens.

Anticoagulants such as EDTA, oxalate and citrate must not be used,
as they bind iron ions and prevent reaction with chromogen *.

Serum can be stored up to 3 days at 20-25°C, 7 days at 4-8°C
or up to one month at -20°C. Plasma can be stored up to 7 days
at 4-8°C or up to month at -20°C 4.

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 deionized water 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 unsaturated iron binding capacity 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. To avoid this effect follow the recommendations
contained in the instruction: 51 _03_24 009 BIOLIS
30i_CARRYOVER.
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REFERENCE VALUES ¢

The reference values were calculated from the serum iron (SI)
and TIBC ranges reported in literature, in accordance
with mathematic formula:

UIBC =TIBC - SI

Reference values for UIBC are listed in table below:

serum / plasma pg/dl pmol/l
Females 80375 1467
Males 75 -360 13-64

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, with each batch
of samples, the CORMAY SERUM HN (Cat. No 5-172)
and CORMAY SERUM HP (Cat. No 5-173).

For the calibration of automatic analysers systems the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)
is recommended.

The calibration curve should be prepared every 7 days (Prestige 24i,
Biolis 24i Premium), 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 analyser
Biolis 30i. Results may vary if a different instrument
is used.

=  LoB (Limit of Blank):
4.0 pg/dl (0.72 pmol/1)

= LoD (Limit of Detection):
8.0 pg/dl (1.43 pmol/l)

=  LoQ (Limit of Quantitation):
40 pg/dl (7.16 pmol/l)

=  Linearity:
up to 533 pg/dl (95.41 pmol/l)

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

= Specificity / Interferences

Haemoglobin interfere even in small amounts, ascorbate
up to 62 mg/l, bilirubin up to 20 mg/dl, triglycerides
up to 1000 mg/dl, copper up to 3.5 mg/dl and zinc up to 15 mg/dl
do not interfere with the test.

= Precision

Repeatability (run to run) Mean SD (6%
n=20 [ugdl] | [pgdl] | [%]

level 1 92.00 1.79 1.94
level 2 124.00 2.77 2.23
Reproducibility (day to day) Mean SD CcvV
n=80 [ugd] | [pgd] | (%]

level 1 99.0 8.30 8.4
level 2 139.9 7.63 5.5

e Method comparison

A comparison between UIBC values determined at Biolis 30i (y)
and at BS-400 (x) using 62 serum samples, gave following results:
y=10.9357 x + 8.8541 pg/dl ;

R=0.998 (R — correlation coefficient)

PRESTIGE 24i UIBC (Il GENERACIJA / IIGENERATION / Il [IOKOJIEHHUE)

WASTE MANAGEMENT
Please refer to local legal requirements.

LITERATURE

. Fairbanks VF, Klee GG. Biochemical aspects of hematology.
In: Burtis CA, Ashwood ER, editors. Tietz Textbook of Clinical
Chemistry. 3rd ed. Philadelphia: W.B Saunders Company; 1999.
p. 1642-1710.

. Wick M, Pingerra W, Lehmann P. Clinical aspects and laboratory.
Iron metabolism, anemias. 5th ed. Wien, New York: Springer;
2003.

.Guder Guder WG, Zawta B et al. The Quality of Diagnostic
Samples. 1st ed. Darmstadt: GIT Verlag; 2001. p. 46.

. Perrotta, G., Iron and Iron-Binding Capacity, In: Pesce, A.J.,
Kaplan, L.A. eds., Methods in Clinical Chemistry, C.V. Mosby,
St. Louis, 1258 - 1261,1987

Tietz NW (ed). Textbook of Clinical Chemistry, 3rd ed.
Philadelphia, PA: WB Saunders; 1701-1703; 1821t (1999).

. Burtis CA, Bruns DE. Tietz Fundamentals of Clinical Chemistry

and Molecular Diagnostics. 7th ed. St. Louis, p. 306. 2014
Schreiber WE. ,Iron and Porphyrin Metabolism” in Pesce, A.J.,

Kaplan, L.A. editors. Clinical Chemistry: Theory, Analysis,

Correlation. Mosby Inc., an affiliate of Elsevier Inc., St. Louis,

755-770, 2010

(]

w

&

bl

=

~

Date of issue: 04.2021.

str. / page / ctp. 4/9

51_03_05_067_02



PZ CORMAY S.A.

ul. Wiosenna 22,

05-092 Lomianki, POLSKA
tel.: +48 (0) 81 749 44 00
fax: +48 (0) 81 749 44 34
http://www.cormay.pl

0 4
ce CORMAY

PRESTIGE 24i UIBC

Kar.Ne 4-186, 4-494 (RUS)

NPEAMNOJATAEMOE UCIIOJIb30OBAHUE

JluarHocTnyecknii  Habop AnA  ONpeneNeHUs — HEHACHIIEHHOM
JKEIIe30CBA3BIBAIOLICH Croco6HOCTH npeHa3HaueH,
JUIL  MCIONB30BAHHMS HA  ABTOMATHYECKHX  OHOXHMHYECKHX
ananmu3atopax: Prestige 241, Biolis 24i, Prestige 24i Premium, Biolis
241 Premium a TaKKe
Biolis 30i.

PeareHTBl JIOJDKHBI ~HCHONB30BaThCS TONBKO JUIS  JTHATHOCTHKH
in vitro, KBaTU(QHIMPOBAHHBIM JJAOOPATOPHBIM [EPCOHANOM, B LIEIX,
JUIs  KOTOPBIX ~ OHH  NpEJHA3HAYCHB, B  COOTBETCTBYIOLIMX
11a00pPaTOPHBIX YCIIOBUSIX.

BBEJEHUE

Obuiee comepkaHue senesa B Tene - okono 3 — 3,5 r. M3 storo
KOIMYECTBA OKONO 2,5 T CONEPXHTICS B OPHTPOLHUTAX WIH
UX TIPEKypcopax B KOCTHOM Mo3re. Ilmasma cogepiKUT JHIIb OKOIO
2,5 mr xenesa. XKenezo tpancnoprupyercs kak Fe (III), cBsa3anHOe
¢ GesrkoM ruiasmel anotpascdeppurom. Komiieke anorpancheppuH-
Fe (IIT) nasbiBaercs tpaHchepprHoM. OOBIYHO TOJIBKO OKOJIO TPETH
cBsizell xkenesa ¢ tpancdeppunom 3austo Fe (III). JononHurensHoe
KOJIMYECTBO JKENe3a, KOTOPOE MOXKET 3aHATh OTH CBSA3H SBISETCS
HEHACBIILIEHHOM (i JIATEHTHOI) JKENIE30CBA3bIBAIONICH
criocobnocteio (UIBC). Cymma ceiBopotounoro skenesa u UIBC
NPECTaBIseT o0l Kene30cBs3biBarolLyto crnocodHocts (TIBC).
TIBC n3mepsieTcst M0 MaKCHMYMYy KOHIIGHTpPAIMH JKeJle3a, KOTOpoe
MOXET CBA3aTh TPAHC(EPPHH.

Vposuu UIBC B CBHIBOPOTKE BapbUPYIOTCS IPH PaccTPoOHCTBAX
merabomusma kenesa, korga UIBC wacto yBenmumBaeTcs mpu
JKenesoaeduuuTe u YMEHBIIACTCS npu XPOHHYECKUX
BOCIATHTEIBHBIX npomeccax, I 3/T0KAQ4ECTBEHHbIX
HOBOOOPA30BAHMAX H B XOJ€ TEMOXPOMATO3.

HNPUHUII METOJA
TIpsiMOii METO/I KOJIOPHMETPUUECKHUI ¢ (heppo3HHOM:

2Fe?*(u3BectH. y+rpancheppun  —»  tpanchepppun-(Fe* )+Fe?*
(130BITOK)
Fe?" (u36b1T0K) + 3 dpeposuna ——» komiueke Fe?" - peposuna

(LIBETHOIT KOMITIEKC)

B menouHoli cpene ChIBOPOTKa MHKYOHPYETCS C PacTBOPOM HOHOB
Keesa HM3BECTHOM KOHLICHTpAallUHU. Uonsr CHCHI/IQ)I/I'{ECKI/I
CBSA3BIBAKOTCA C HE3AHATBIMH  JKCJIC30CBA3bIBAOLIIMMHA caifraMu
TpandeppuHa. OCTaBIIMMHCS HecBsi3aHHbIMH HMOHbI kene3a(ll)
U3MEPSIIOTCS [0 PEakHy ¢ GeppO3HHOM.

PasHuna Mexay H30BITOUHBIM JKENE30M M OOIIMM KOJIMYECTBOM
JKenesa, ﬂOGaBﬂeHHblM K CBIBOPOTKE, 3KBHMBAJICHTHAa KOJIMYECTBY
JKenesa,  CBs3aBIIErocs ¢  TpaHcdeppuHOM. DTO M €CTh
HEHaCBIILEHHAs JKENIe30CBsi3bIBaoNIas criocobHocTh keneza (UIBC)
TpooHI.

PEATEHTBI
Cocras Habopa
Kat.Ne 4-186 Kat.Ne 4-494
(wrraTus-24) (mrraTus-36)
1-Reagent 1 x40 Mn 1x23 mn
2-Reagent 1x12Mn 1x7,5mn

Pearentsl ipu 2-8°C cTaOMIBHBI 10 JaThl, YKAa3aHHOH Ha YNaKoOBKE.
CrabuasHOCT, Ha Oopry amammsatopa npu 2-10°C  cocraBisier
Prestige 241, Biolis 24i Premium — 8 Hezens.

PRESTIGE 24i UIBC (I GENERACJA / IIGENERATION / II TIOKOJIEHHUE)

KonueHTpauuu KOMIIOHEHTOB B peareHTax

1-Reagent

6ydep (pH 8,4) 0,25 mMonb/n
skeneso (II) ammonwii cynbdar 20 MKMOTIB/IT
THOMOYEBHHA 90 MMoITB/1
JIeTePreHT 0,1 %
a3u1 HATpUs <0,1 %
2-Reagent

150 mmos/n
75 MMOJIB/1T

ackopOar HaTpus

XJIOPUCTBIH HAaTpUit

HaTpHeBas conb 3-(2-nupuami)-5,6-6uc(2-[4-
¢denmncynbdokucnoral)-1,2,4-rpuasun (peposuna) > 10 Mmmoub/in
KOHCEPBaHTBI 0,3 %

I U npu
IIpenoxpaHsTh OT IPSIMBIX COTHEUHBIX Jydeil i 3arpsi3HeHs!

=  He 3amopaxuBath.

=  3arps3HEHHas ~CTCK/SIHHAS —IOCyHa  SIBJSIETCS  IJIABHBIM
HCTOYHHKOM  OMmHOOK.  PeKOMEHIyeTcs  HCIONb30BaTh
OJHOPa3OBYI0  IUIACTHKOBYI0 mocyay. Crexio — crmexyer
3aMa4yMBaTh Ha HecKoubko yacoB B 2M HCI, a 3aTeM TimatensHo
OIOJIACKUBATh AUCTUIUIMPOBAHHON BOZIOH.

= IlpomykTel cozmepxar asun Hatpus (< 0,1%) B kauectBe
KOHcepBaHTa. M30eraiiTe KOHTakTa ¢ KOXKEH M CIM3UCTHIMU
000J10YKaMH.

=  Orpunarensusie 3HadeHuss HXXCC CcBHIETENBCTBYIOT O TOM,
YTO COZEp’KAaHME JKele3a B CHIBOPOTKE MALMEHTa IMPEBBIMIACT
KEJI€30CBSI3bIBAIOLIYIO CTIOCOOHOCTH TpaHdeppHHa.

L] Jlnst onpenenenus ¢ uenbto auarHoctukn UIBC 1oykHBI OBITH
BBINIOJIHUTE B TO K€ BPEMS C JKEJIE3HOH PEIIMMOCTBIO.
[lonydyeHHBIH ~ pe3yabTar  ClegyeT  HHTEpIPETHPOBATH
0 OTHOLUICHHIO K pe3yIbTaTy KOHLEHTPALMH Keje3a
1 IIPOLICHTHBIM HACBIIICHHEM TpPaHCHEePPHHA C HOHAMH XKeJe3a.

L] 1-Pearent CopmepxuT  THOMOYEBHMHbI. MOXKET  BBI3BATH
amnepuyeckyto peakuuto (EUH208).

= 2-Pearent Couepxur 1-[1,3-6uc (ruapoxcumerni) -2,5-110KCO
umMuAa3onuanH-4-1i] -1,3-0uc  (THAPOKCHMETHII) MOYEBHHA.
Mosxer BbI3BaTh ajuiepuyeckyto peakiuto (EUH208).

Mpenoct
.

BUOJOTAYECKHUA MATEPHAJ

CLIBOpOTKa, renapuHU3ApOBaHHas IIa3Mma.

CLIBOpOTKy WK 1JIasMy B TE€YEHHE JIBYX 4acOB CIEAYET OTACIUTH
oT q)OpMCHHHX JJIEMEHTOB KpOBH, qT00BI HM30€XKaTh IeMOoJIH3a.
O6pasipsl HeoOX0AMMO 3a0MpaTh YTPOM, YTOOEI M30EKaTh HH3KHX
ToKasaresei B CBSI3H C CYTOYHBIMH BapHaLlUAMU.

3arps3HeHHbIE MPOOBI ClIeIyeT BEIOPAKOBBIBATS.

Ilpu cbope martepuana ciexyeT H30eraTb TAKHX aHTHKOATYJSHTOB,
kak DJITA, okcamaTel M LMTPAThl, TAK KAK OHHU CBS3BIBAIOT MOHBI
JKeJe3a U NPenATCTBYIOT PEAKIIMU C XPOMOTEHOM.

ChIBOpPOTKA MOKET XpaHUThCS 10 3 aueit npu 20-25°C, 7 nHeit npu
4-8°C, wmn no 1 wmecsma npu -20°C.IlnasMy MOXHO XpaHUTh
no 7 ngHeit mpu Ttemmeparype or 4 no 8°C u g0 Mecsia
npu Temmnepatype - 20°C.

Tem He MeHee PEKOMEHAYETCA MPOU3BOJAUTE HCCIICAOBaHUA
Ha CBEXKEB3ATOM OHONIOrMYecKOM MaTepuane!

IMPOLEIYPA ONPEJEJIEHUS

1-Reagent u 2-Reagent roTOBBI K HCIIOb30BAHHIO.

1-Reagent crmeyeT yCTaHOBUTh HA INTATHB B TO3HIMHM OCHOBHOTO
peareHTa.

2-Reagent crelyeT yCTaHOBHTh HAa IITATHB B IO3ULMH CTapTOBOTO
pearesTa.
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Heodxoaumbie neiicTBus:

= Biolis 24i Premium: Ilpu BbIIONHEHHH aHATH30B Ha
AHANIM3ATOPE BO3MOKHO MCKAKEHHE DE3yJbTaToB aHAJM30B,
BBI3BaHHOE HepeKpecTHbLIM 3arpsisHeHHeM MEXIY
peareHtamMu. 10 BO3MOXHOCTM TECThl Ha ONpEJEICHUE
HEHACHIICHHON JKeNe30CB3bIBAIONIEH CIIOCOOHOCTH IOMKHBI
ObITh NPOBEJIEHBbI OTIEJbHO (CIEAyHTE PEKOMEHIALHSM,
cozmepxammmcs B uHCTpykumuu S51_03_24 008 BIOLIS 24i
PREMIUM_CARRYOVER).

= Biolis 30i: Ilpu BBIIONHEHHM aHAIM30B Ha aHAIM3aTOPE,
BO3MOJKHO HCK@KEHME pE3yJbTaTOB aHAIM30B, BBI3BAHHOE
HePeKPEeCTHBIM 3arpsi3HEHHEeM MEXIy peareHTaMu. UToGbl
usbexkats  oToro  addexra, cuemylite  peKOMEHAALMAM,
comepxammmces B mHCTpyKmmm - 51_03_24 009 _BIOLIS
30i_CARRYOVER.

PE®EPEHTHBIE BEJIUUUHBI 43

PedepeHTbie BEINUMHBI IOJTYYEHbI C UCIIOIB30BAaHUEM 3HAYCHHUI JUIst
ceiBopotoyHoro einesa (SI) u TIBC npuBeieHHBIX B JIMTEpAType.
PesyubTar OblI paccuuTaH 110 Clieayoleii Gpopmyse:

UIBC =TIBC - SI

Pedepentsie Bemmunnbl qas UIBC npencraBiaeHsl B cremyroweit
Tabnuue:

CBIBOPOTKA / IIa3Ma MK/ MKMOJIb/JI
Kenmunp! 80-375 14-67
MyKUHHBI 75 -360 13 -64

Kaxmoit  nmaGopaTopun  peKOMEHIYeTCS ~ yCTAHOBHUTb  CBOM
COOCTBEHHbIC ~ HOPMbI,  XapakTepHble Ui 0OCIEeLyeMOro
KOHTHUHI'CHTA.

KOHTPOJIb KAYUECTBA

JUnist BHYTPEHHETO KOHTPOJIS Ka4eCTBa PEKOMEH/IyeTCsl HCIIOIb30BaTh
CORMAY SERUM HN (Kar.Ne 5-172) 1 CORMAY SERUM HP
(Kar. Ne 5-173) anst kaxaoit cepun H3MepeHHii.

Jinst kamiOpOBKM aBTOMATHYECKHX AHAIN3AaTOPOB PEKOMEHIYETCS
ucnonszoBate CORMAY MULTICALIBRATOR LEVEL 1
(Kat.Ne 5-174; 5-176).

KannGpoBouHyr0 KPUBYIO CICAYET COCTAaBISTh KaKAYI0 HEICIIO
(Prestige 24i, Biolis 24i Premium), mpu Kaxkzoil cMeHe I0Ta
pearcHTa WM, €CIIH Pe3yIbTaThl KOHTPONS Ka4eCTBA HE MOMANAIOT
B ped)epeHCHBIN AHana3oH.

XAPAKTEPUCTHUKHU ONPEJNEJIEHUST

OTH  METPOJIOTHYECKHE  XapaKTePUCTHKH  OBUIM  MOJIY4EeHBI
TIPH  HMCIOJB30BAHMM ABTOMATHYECKOro aHanmm3aTtopa Biolis 30i.
JUtst pasIngHBIX AHAIIN3aTOPOB PE3YJILTAThl MOTYT Pa3HYaThCs.

= LoB (npenes 6i1anka):
4,0 mxr/ma (0,72 mxmoub/i)

= LoD (mpenen odnapy:keHus):
8,0 mxr/mn (1,43 MxmoB/mm)

*  LoQ (npees KOJIHUECTBEHHOTO ONPe/IeIeHHU):
40 mkr/m (7,16 Mxmoib/i)

=  JIuHeiiHOCTB:
110 533 mkr/mn (95,41 Mxmons/i)

B cnysaec Oomee BBICOKMX KOHIGHTpAlMid, pa3baBbTe mpody
0,9% NaCl u mnoBTOpHTE HCCIeIOBaHHE. Pe3yibTaT yYMHOMKBTE
Ha (aKTop pa3BeCHHUSL.

= C ¢duunocts / Untepdepenuun

T'emornobun wuHTEpdepupyeT Taxe B HEOOIBIIOM KOJIHYECTBE,
ackopbar 10 62 M/, CBS3aHHBIA M CBOOOIHBIA OWIMPYOUH
no 20 mr/mn, tpurmunepuast go 1000 mr/mwi, mens xo 3,5 mr/man
M LUHK J0 15 MI/11 He BIHSIOT Ha Pe3y/IbTaThl H3MEPCHHUIA.

PRESTIGE 24i UIBC (Il GENERACIJA / IIGENERATION / Il [IOKOJIEHHUE)

=  Tounoctn

TToBTOpsieMocTh Cpennee SD Ccv
(Mexnay cepusimu) n =20 [mxr/gn] | [mxr/m] [%]
YpoBeHb 1 92,00 1,79 1,94
YpOBEHb 2 124,00 2,77 2,23
BocnpousBoaumocts Cpennee SD CcvV

(30 JHs B JIeHb) n = 80 [vxr/mn] | [mxr/m] [%]
ypoBeHb 1 99,0 8,30 8,4
YPOBEHb 2 1399 7,63 55

e  CpasHeHnue MeToJa

CpaBnenne BenmnmunH UIBC monydenneix Ha Biolis 30i (y)
u Ha BS-400(x) c wucnomb3oBaHueM 62 TPoOO CHIBOPOTKH Oalo
CIICAYIOIINE PE3yJIbTAThI:

y =0,9357 x + 8,8541 Mkr/mm;

R =0,998 (R — k03 OHIMEHT KOPPEIALIN)

YTUWIN3ALIUA OTXO10B
B cOOTBETCTBHH C JIOKAILHEIMH TPEOOBAHHSMH.
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e  Prestige 24i Premium, Biolis 24i Premium
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PRESTIGE 241 UIBC
PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITALIUS noist
e Prestige 24i, Biolis 24i
Item name [32 [ UIBC l
Data information Calibration
Units | pg/dl | Type | Linear
Decimals 0 | Standard
#1 * #4
Analysis #2 #5
Type END #3 #6
Main W.Lengthl 570 nm
Sub W.Length2 800 nm Normal Range
Method Ferrozine Male Female
Low High Low High
Corr Serum 75 360 80 375
[ Inter | Urine
Y= X+ | 0.000 | Plasma 75 360 80 375
CSF
Dialysis
Other
Item name [ 32 | uiBC |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 50 52 |High [3.000
Sample 20 | Sub 30 31
Reagentl 200 ul
Reagent2 50 Factor [Endpoint Limit [2.000
[Blank correction [ 1.0000 | |Linear Check (%) |
Third Mix. [ OFF | Dilution
R1 Blank | Water-B | [ Diluent [ 100:Di12
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span | 3.000 | First
Second Low
Third Low
Item name [32 [ UIBC |
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON | [ Absorbance Range
| Lower OFF
Auto Rerun Range (Result) | Higher OFF
ON ON
Lower Higher [ Prozone Range | OFF
Serum 20 500
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i UIBC (I GENERACJA / IIGENERATION / II TIOKOJIEHHUE)
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Item No. 32 Item Name [ UIBC | [ Optical
Data information Calibration
Units \ ng/dl | Type ‘ Linear1l
Decimals 0 | Std sample conc.
Blank 0 #1 [ * [ #2 \
Analysis #3 #4 \ | #5 \
Type END method #6
Main Wave Length 570 nm
Sub Wave Length 800 nm
Method Ferrozine
Correlation
Slope Intercept
Y=1|1 X+ |0
Item No. 32 Item Name [ UIBC | | Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 50 52
Kind Vol. Add Units Sub 30 31
Sample 20 5 pl
Reagent 1 200 10 ul Abs.Limit Low High
Reagent 2 50 10 ul [ -3 \ ~ | 3
Blank value Correction value
Water Blank Blank correction
End Point Limit
Reaction Monit Linear Check (%)
0 Level Point [1
Span ‘ 3 Prozone Check
Start End Limit (%)
Third mixing First
OFF Second Low
Item No. 32 Item Name [ UIBC | Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 75 360 80 375 Serum
Urine Urine
Plasma 75 360 80 375 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 32 Item Name [ UIBC \ [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON
\ Lower | OFF
Auto Rerun Range (Conc.) \ Higher | OFF
. . Low High
First Dil - - o
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 17 550
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Di12
Other

PRESTIGE 24i UIBC (Il GENERACIJA / IIGENERATION / Il [IOKOJIEHHUE)
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PRESTIGE 24i UIBC
e Biolis 30i
Item no 32 Item name | UIBC Specimen | SERUM/PLASMA OPTICAL
Data information Aspiration volume
UNITS | ng/dL |  [TYPE [ Double
DECIMALS | 0 |
SAMPLE | REAGENT I | REAGENT 2
Analysis [ VOL. (uL) 20 200 50
METHOD END method [ BOTTLE (ml)
Main Wave Length 570 nm
Sub Wave Length 800 nm [ FIRST DIL. I |
CORRELATION (Y= AX + B) Data processing read
A= [1 | START END
B= [ o | MAIN 50 52
SUB 30 31
Blank value
«WATER | ° REAGENT | [ ABS LIMIT
3 | TO 3
Calibration
TYPE | Linear 1 ‘ Collection value
STABILITY | [ END POINT [25 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN [
LOW VARIATE |
Item No 32 Ttem Name UIBC Specimen [ SERUM/PLASMA | OPTICAL
Reference intervals Auto rerun
MALE FEMALE | | *ON | °OFF |
LOW [ HIGH LOW [ HIGH
75 | 360 80 | 375 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re | Value | Dil.
Panic range 40 ‘ | 533 |
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 |
[ 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 co3nanus: 04.2021.
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