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PRESTIGE 241 LQ FERRUM

Nr kat. 4-258, 4-458 (PL)

ZASTOSOWANIE

Zestaw  diagnostyczny do oznaczania stgzenia zelaza,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach biochemicznych Prestige 24i, Biolis 24i, Prestige
241 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

Zelazo  jest najobficiej wystgpujacym 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 transferryng.
Oznaczanie poziomu zelaza jest szczegllnie przydatne
w diagnozowaniu i leczeniu r6znych typéw anemii.

ZASADA METODY

Metoda kolorymetryczna z ferrozyna, bez odbiatczania.

Jony zelaza (Fe™) zwiazane we krwi z transferyng sa uwalniane
w $rodowisku kwasnym w obecnosci detergentéw, a nastgpnie
redukowane do jonéw zelaza (Fe**) przez askorbinian. Jony
zelaza (Fe**) reaguja z sola sodowa
3-(2-pyridylo)-5,6-bis(2-[4-kwas fenylosulfonowy])-1,2,4-
triaziny (ferrozyna) tworzac barwny zwigzek. Jony miedzi Cu?*
sa wiazane przez tiomocznik. Intensywno$¢ zabarwienia
jest wprost proporcjonalna do st¢zenia zelaza.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-258 Nr kat. 4-458

(statyw-24) (statyw-36)
1-Reagent 8x37,5ml 10 x 23 ml
2-Reagent 8x 10 ml 10 x 6 ml
Tlo$¢ testow:
Prestige 24i 1070 820
Biolis 24i Premium 1070 820
Biolis 30i 1090 820

Odczynniki przechowywane w temp. 2-8°C zachowuja trwatos¢ do
daty waznosci podanej na opakowaniu. Stabilno$¢ odczynnikéw
przechowywanych na pokladzie aparatu w temp. 2-10°C:
Prestige 24i — 11 tygodni, Biolis 24i Premium — 11 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

s6l 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 i uwagi
= Chroni¢c przed bezposrednim $wiattem stonecznym
i zanieczyszczeniem!
= 1-Reagent  spelnia  kryteria  klasyfikacji ~ zgodnie
z rozporzadzeniem (WE) nr 1272/2008.
Sktadniki:
1-Reagent zawiera eter monoalkilowy glikolu polietylenowego.
Niebezpieczenstwo
H314 Powoduje powazne oparzenia skory oraz
uszkodzenia oczu
EUH208 Zawiera tiomocznik. Moze powodowac
wystapienie reakcji alergicznej (1-Reagent).
EUH208 Zawiera 1-[1,3-Bis(hydroksymetylo)-2,5-
dioksoimidazolidyn-4-ylo]-1,3-bis(hydroksymetylo)mocznik.
Moze powodowaé wystapienie reakcji alergicznej (2-Reagent).
P280 Stosowa¢ rgkawice ochronne/odziez ochronna/ochrong
oczu/ochrong twarzy.
P303+P361+P353 W PRZYPADKU KONTATKU ZE SKORA
(lub z wlosami): Natychmiast usuna¢/zdja¢ caly zanieczyszczona
odziez. Sptuka¢ skére¢ pod strumieniem wody/prysznicem.
P305+P351+P338 W PRZYPADKU DOSTANIA SIE DO
OCZU: Ostroznie ptuka¢ woda przez kilka minut. Wyjaé
soczewki kontaktowe, jezeli sa i mozna je tatwo usunaé. Nadal
ptukac.
P310 - Natychmiast skontaktowaé si¢ z OSRODKIEM ZATRUC
lub lekarzem.

MATERIAL BIOLOGICZNY "

Surowica bez $ladéw hemolizy, pobrana w plastikowe probéwki.
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 wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent i 2-Reagent s3 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 préby zerowej nalezy uzywa¢ wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢, wplywajacy na wyniki
oznaczen, efekt przeniesienia pomiedzy odczynnikami:
TOTAL PROTEIN - FERRUM . W celu uniknigcia tego
efektu nalezy zastosowa¢ si¢ do zalecen zawartych w
instrukcji: 51_03_24_008_BIOLIS_24i_PREMIUM_
CARRYOVER.
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= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢, wplywajacy na wyniki
oznaczen, efekt przeniesienia pomigdzy odczynnikami:
FERRUM - dTIBC, FERRUM - URINE PROTEINS,
FERRUM - FERRITIN, TOTAL PROTEIN — FERRUM.
W  celu uniknigcia tego efektu nalezy zastosowaé

si¢ do zalecen zawartych w instrukcji:
51_03_24_009_BIOLIS_30i_CARRYOVER.
WARTOSCI PRAWIDEOWE # 10
surowica ug/dl pumol/l
noworodki 100 - 250 17,9-448
niemowleta 40 - 100 72-179
dzieci 50-120 9,0-21,5
kobiety 50-170 9,0-30,4
mezczyzni 65-175 11,6 -31,3

Prébki powinny by¢ pobrane od pacjentéw rano na czczo,
poniewaz w ciagu dnia stgzenie zelaza moze zmniejszyé
si¢ 0 30%.

Zalecane jest opracowanie przez kazde laboratorium wtasnych
zakresow  wartoci  prawidlowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

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

Do kalibracji analizatoréw automatycznych Prestige 24i
i Biolis 24i Premium, 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.

Do kalibracji analizatora automatycznego Biolis 30i, nalezy
stosowa¢ CORMAY MULTICALIBRATOR LEVEL 2
(Nrkat. 5-175; 5-177).

Krzywa kalibracyjna powinna by¢ sporzadzana co 11 tygodni
(Prestige 24i, Biolis 24i Premium), przy kazdej zmianie serii
odczynnika lub w razie potrzeby np. jesli warto$ci 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 lub manualnie otrzymane
wyniki moga ré6zni¢ si¢ od podanych.

= LoB (granica §lepej préby): 0,7 pg/dl (0,13 umol/l)

= LoD (granica wykrywalnosci): 2,3 pg/dl (0,41 pmol/l)

= LoQ (granica oznaczalnosci): 4 pg/dl (0,72 pmol/l)

= Liniowo$¢: do 1120 pg/dl (200,48 umol/l).

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

= Specyficzno$é / Interferencje

Kwas askorbinowy do 62 mg/l, bilirubina do 20 mg/dl,
triglicerydy do 1000 mg/dl oraz miedz do 500 pg/dl nie wptywaja

na wyniki oznaczenia. Hemoglobina interferuje nawet w
niewielkich ilo$ciach.
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=  Precyzja

Powtarzalno$¢ (run to run) Srednia SD CvV
n =20 [pg/dl] [ug/dl] [%]

poziom 1 65,4 0,70 1,06
poziom 2 2272 1,48 0,65
Odtwarzalnos¢ (day to day) Srednia SD Ccv
n =380 [pg/dl] [pg/dl] [%]

poziom 1 234,6 5,92 2,5
poziom 2 66,9 2,16 3,2

=  Poréwnanie metody

Poréwnanie  wynikéw oznaczen FERRUM  otrzymanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x),
z uzyciem 46 probek surowicy, dato nastgpujace wyniki:

y =1,0077 x + 4,4208 pg/dl;

R =0,999 (R — wspétezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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PRESTIGE 241 LQ FERRUM

Cat. No 4-258, 4-458 (EN)

INTENDED USE

Diagnostic kit for determination of iron concentration used
in automatic analysers 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

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
Cat. No 4-258 Cat. No 4-458
(24-TRAY) (36-TRAY)
1-Reagent 8x37.5ml 10x 23 ml
2-Reagent 8x10ml 10 x 6 ml

The reagents are stable up to expiry date printed on the package,
if stored at 2-8°C. Stability on board of the analyser at 2-10°C:
Prestige 24i — 11 weeks, Biolis 24i Premium — 11 weeks.

Concentrations in the reagent

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—pypdyl)—5,6—Abls(2—[5—t}1ryl §u1t0nlc acid])- <6 mmol/l
1,2,4-triazine sodium salt (ferrozine)

preservative

stabilizer

Warnings and notes

= Protect from direct sunlight and avoid contamination!

= 1-Reagent meeting the criteria for classification in accordance
with Regulation (EC) No 1272/2008.

Ingredients:

1-Reagent contains polyethylene glycol monoalkyl ether.
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Danger
H314 Causes severe skin burns and eye damage.
EUH208 Contains thiourea. May produce an
allergic reaction (1 Reagent).

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

Reagent).

P280  Wear protective  gloves/protective  clothing/eye
protection/face protection.

P303+P361+P353 IF ON SKIN (or hair): Take off immediately
all contaminated clothing. Rinse skin with water.
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

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 3 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.

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 analyser, there is a probability of cross-
contamination affecting the tests results: TOTAL
PROTEIN - FERRUM. To avoid this effect 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 - dTIBC, FERRUM - URINE
PROTEINS, FERRUM - FERRITIN, TOTAL PROTEIN —
FERRUM. To avoid this effect follow the recommendations
contained in the instruction 51_03_24 009_BIOLIS
30i_CARRYOVER.

REFERENCE VALUES *

serum pg/dl pumol/l

newborns 100 - 250 17.9-44.8
infants 40 - 100 72-179
children 50 - 120 9.0-215
adult females 50-170 9.0-30.4
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.
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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
Prestige 24i and Biolis 24i Premium 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 dependi
on the calibrator lot number.

For the calibration of the automatic analyser Biolis 30i
the CORMAY MULTICALIBRATOR LEVEL 2
(Cat. No 5-175; 5-177) is recommended.

The calibration curve should be prepared every 11 weeks
(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 the automatic
analyser Biolis 30i. Results may vary if a different instrument
or a manual procedure is used.

= LoB (Limit of Blank): 0.7 pg/dl (0.13 pmol/l)

= LoD (Limit of Detection): 2.3 pg/dl (0.41 pmol/l)

= LoQ (Limit of Quantitation): 4 pg/dl (0.72 pmol/l)
= Linearity: up to 1120 pg/dl (200.48 pmol/l)

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

= Specificity / Interferences

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 (run to run) Mean SD Ccv

n =20 [pg/dl] [ug/dl] [%]

level 1 65.4 0.70 1.06
level 2 2272 1.48 0.65
Reproducibility (day to day) Mean SD CvV
n =380 [pg/dl] [pg/dl] [%]

level 1 234.6 5.92 2.5
level 2 66.9 2.16 32

= Method comparison

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

y =1.0077 x + 4.4208 pg/dl;

R=0.999 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

LITERATURE

1. Stookey L.L.: Anal. Chem. 42/7, 779-781 (1970).

2. Williams H.L., Johnson D.J., Haut M.J.: Clin. Chem. 23/2,
237-240 (1977).

3. Duffy J.R., Gaudin J.: Clin. Biochem. 10/3, 122-123 (1977).

4. Ceriotti F., Ceriotti G: Clin. Chem. 26/2, 327-331 (1980).

5. Valcour A., Krzymowski G., Onoroski M., Bowers G.N. Jr.,
McComb R.B.: Clin Chem. 36/10, 1789-1792 (1990).

6. Burtis C.A., Ashwood E.R., ed. Tietz Textbook of Clinical
Chemistry, 2nd ed. Philadelphia, PA: WB Saunders, 2062
(1994).

7. Tietz N.W., Textbook of Clinical Chemistry, Philadelphia,
PA: WB Saunders, 3:24, (1990).

8. Kaplan L.A., Pesce AlJ., ed. Clinical chemistry, theory,
analysis and correlation, 3rd ed. St Louis, MO: Mosby, 714
(1996).

9. Dembinska-Kie¢ ~ A., Naskalski J.W.:  Diagnostyka
laboratoryjna z elementami biochemii klinicznej, Volumed,
24-25, (1998).

10. Alan H.B. Wu: Tietz Clinical Guide to Laboratory Tests, 4th
ed. WB Saunders, 634, (2006).

11. Tietz NW, Rinker AD, Morrison SR. Clin Chem. 40(4):546-
51(1994).

12. BrJ Haematol. 75(4):615-6 (1990).

13. Ehret W., Heil W., Schmitt Y., Topfer G., Wisser H., Zawta

B., et al. Use of anticoagulants in diagnostic laboratory
investigations and stability of blood, plasma and serum
samples. WHO/DIL/LAB/99.1 Rev. 2, p. 36

Date of issue: 04.2021.

PRESTIGE 24i LQ FERRUM (I GENERACJA / I GENERATION / Il TIOKOJIEHHE)

51.03_05_035_03

str./ page/ ctp. 4/9



PZ CORMAY S.A.

ul. Wiosenna 22,

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

»w
C€  cormay

PRESTIGE 241 LQ FERRUM

Kar.Ne 4-258, 4-458 (RUS)

MNPEINOJIATAEMOE UCITOJIb30OBAHUE
JlmarHocTHueckuii HabOp U1 OmMpeneneHMs KOHIEHTpPAIUH
kenesa.  JlmarHoctumyeckmii  Habop  TpemHasHaueH A
HCTIONB30BAHMUSA B ABTOMATHYECKHX OGHOXMMUYECKHX
ananmszatopax Prestige 24i, Biolis 24i, Prestige 24i Premium,
Biolis 24i Premium u Biolis 30i.

PeareHTbl JIOJKHBI HCIIONB30BATHCS TONBKO JUISL JMArHOCTUKH
in vitro, KBanM(UIMPOBAHHEIM J1A0OPATOPHBIM  IIEPCOHAJIOM,
B LeJsIX, 1St KOTOPBIX oHI npeIHa3HAYCHB,
B COOTBETCTBYIONIHX J1a0OPATOPHBIX YCIOBHSIX.

BBEJEHHUE

XKeneso - camplif  pacmpOCTpaHEHHBIH  MHKPOJJIEMEHT
B Opranusme B 6ombIIoM komuuecTBe. OCHOBHAs YacTh JKelesa B
OpraHm3Me COCPeJOTOYCHAa B MOJEKyJIe TIema, BXOAseil
B COCTaB IeMOIJI00MHA, MHOINOOWHA, KaTallasbl, NEPOKCHIA3bI
n muroxpomoB. JKeneso nenonmpyercss B (opme, CBA3aHHOH
(eppUTHHOM HIIM TEMOCHICPHHOM, a IEPEHOCUTCS C MOMOLLBIO
Tpancheppuna. OmnpeseneHne CONEPXKaHHUs Keleza OCOOCHHO
BAKHO IPH JUArHOCTHKE PA3INYHBIX TUIIOB AHEMHH.

NPUHIOUITI METOJA

Konopumerpuyecknii MeToJ| c (bepposnHOoM 6e3
JenpoTenHu3anuy. MoHsl kenesa (Fe*"), cBasanble B KpOBH C
TpaHc(eppuHOM, BBICBOOOKIAIOTCS B  KHCIOH cpene B
HPUCYTCTBHH JICTEPreHTOB, a 3aTeM BOCCTAHABIMBAIOTCS [0
nonoB xenesa (Fe?*) npu ywactnu ackopGara. MoHbI Kemesa
(Fe**) pearupyroT ¢ HaTpueBoil conbro 3-(2-mupuun)-5,6-6uc(2-
[4-denmncynbdokucioral)-1,2,4-tpuasuna (dpeposuna), odpasys
OKpalleHHBIl Komilekc. Monbl  Memu Cu**  cBs3BIBAIOTCA
THOMOYEBHHO. HHTEHCHBHOCTH OKpacKH npsAMO
HPOIOPLHOHAIBHA CONEPIKAHHIO JKelIe3a.

PEATEHTHI
CocraB Habopa
Kat.Ne 4-258 Kat.Ne 4-458
(wraTus-24) (wrraTus-36)
1-Reagent 8x37,5ml 10 x 23 ml
2-Reagent 8x 10 ml 10 x 6 ml

Ilpu Temmepatype 2-8°C, peareHTB COXpaHSIOT CTaOHIBHOCTB
B TEUEHHE BCEro CPOKa TOAHOCTH, YKA3aHHOTO HA YNAaKOBKE.
CrabunpHOCTh Ha GopTy aHanuszatopa mpu 2-10°C coctapiser:
Juist Prestige 241 — 11 nenens, Biolis 24i Premium — 11 nenens.

KonueHTpauuu KOMIIOHEHTOB B pearenre

1-Reagent
mmmoHnHast kucnora (pH 1,9) < 240 mMoub/1
THOMOYEBHHA < 108 Mmoms/1
JIeTepreHT <7%
2-Reagent

ackopOar HaTpus < 150 Mmonb/n
HaTpueBas coib 3-(2-mmpuamn)-5,6-6uc(2-[4-
¢denmncynbpokucnoral)-1,2,4-tpuazux
(depposun)

KOHCEpBAaHT

cTabunmuzatop

< 6 MMOJB/T

PRESTIGE 24i LQ FERRUM (I GENERACIJA / Il GENERATION / Il IOKOJIEHUE)

Tpenynpe:xaeHus: 1 IPUMeYaHHsI
= TIpenoxpansTs or TPSIMBIX COJTHEYHBIX Tydei
M 3arpsi3HeHus!
= ]-PeareHT COOTBETCTBYIOT ~KPHUTEPHAM KiacCH(DHKAI[HH
coriacHo mocranosienuio (EC ) Ne 1272/2008.
MurpenuenTsr:
1 - PeareHT COEPXKHUT MOJIUITHIICHIIIMKOIb MOHOAIKII 3dupa.
OnacHocTb
H314 Beo3biBaeT  CepbEé3HBIE  OXKOTM  KOXHI
M [OBPEXK/ICHHS I71a3.
EUH208 CopepxuT THOMOUYEBUHBL — MoxeT
BBI3BATH AJUIEPUUECKYIO peakimio (1-Pearent).
EUH208 Coxnepaxwur - 1- [1,3-6uc (ruppokcumeTHi) -2,5-JHOKCO
umupasomane-4-mi| -1,3-6uc  (TMIPOKCHMETWJI) MOYEBHHA..
MoskeT BBI3BATh aIEPUUYECKYIO peakiuio (2-Pearent).
P280 Ilomp3oBaThCs — 3aIIUTHBIMH  NEepYaTKaMU/3aIIUTHON
OJIeK/10H/CpeICTBAMHU 3aIUThI TJIa3/IHia.
P303+361+P353 Ilpu nomajaHuu Ha KOXy (WJIM BOJIOCHI):
HemeuieHHO CHATB BCIO 3arpsA3HEHHYIO OJEKIY, POMBITH KOXKY
BOJIOH/IIO]] JynIeM.
P305+P351+P338 Ilpu mnomamanuu B rnaza:  OCTOPOXKHO
NPOMBITH IJla3a BOJOW B TEYCHHE HECKONbKHX MHHYT. CHsTH
KOHTAKTHbIE JIMH3BI, €CIIH BBI TOJIb3YETECh HMU U €CIIH ITO JIETKO
cpenatb. [IpoJo/KUTh IPOMBIBAHHE IJ1a3.
P310 HemeuieHHO 0OpaTHTBCS B TOKCHKOJIOTUYECKUH LIEHTP WIIH
K Bpauy.

BAOJIOTMYECKUIA MATEPHAJ

ChbIBopoTKa 0€3 CJIeIOB TeMOJIH3a, IIOMEIICHHAs B I1JIACTMACCOBBIC
NPOGHPKH. DPUTPOLHTHI CISAYEeT MAKCHMAJIBHO GBICTPO OTIEIHTH
OT CBIBOPOTKH.

ChIBOPOTKA MOXET XPaHWUThCA B TedeHue 10 7 aueil mnpwm
Temueparype 15-25°C, mubo Ha 3 Hejenu Impu TeMmmeparype
2-8°C.

Tem He MeHee PEKOMEHYEeTCs HPOM3BOJMTH MCCIEIOBAHHS
Ha CBEXKEB3ATOM OHOJIOTHYECKOM MaTepHare!

MPOLEAYPA ONIPEJAEJEHUSA

1-Reagent u 2-Reagent roToBBI K HCIIOJIb30BaHHIO.

1-Reagent clieffyeT yCTaHOBUTb Ha IITATUB B MO3ULIMUA OCHOBHOTO

peareHTa.

2-Reagent criemyeT yCTaHOBHTh Ha INTATHB B  TO3MIHH

CTapTOBOTO peareHTa.

B kaudecTBe peareHT-GJaHKAa PEKOMEHIYETCsl HCIOIb30BATh

JICHOHH30BAHHYIO BOJLY.

Heo0xoaumpie aeiicTeus:

= Biolis 24i Premium: Ilpy BbIIOJIHEHHN aHAIH30B
Ha aHAJM3aTOpe,  BO3MOKHO MCKAKEHHE pPEe3yJIbTaTOB
AQHANTM30B, BBI3BAHHOE IIEPEKPECTHBIM _ 3arpsisHEHHEM
mexay pearenramu: TOTAL PROTEIN — FERRUM. UYto6st
u3bexxarb 9Toro dddexra, cuepyiite PeKOMEHIALUIM,
coziepKamuMes B MHCTPYKLUH
51_03_24_008_BIOLIS_24i_PREMIUM_CARRYOVER.

= Biolis 30i: [Ipu BbInOJHEHHH aHAJIN30B Ha aHAJM3aTOpE,
BO3MOXKHO MCKa)KEHHE De3yJbTaTOB aHAM30B, BBI3BAHHOE
HEePeKPeCTHbIM __ 3arpsi3HeHHeM  MEKJIy  peareHTamu:
FERRUM - dTIBC, FERRUM - URINE PROTEINS,
FERRUM - FERRITIN, TOTAL PROTEIN - FERRUM.
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Yt06sI n3bexarb 3TOrO s dekra, crnenyiite =  TouHocTh
PEKOMEH[ALIHSM, coepKaLMuMest B HMHCTPYKLUHU IoBTOpsieMocTH Cpennee SD Ccv
51_03_24_009_BIOLIS_30i_CARRYOVER. (Mexay cepusimn) n = 20 [mxr/mn] | [mxr/mn] [%]
ypoBeHb 1 65,4 0,70 1,06
PE®EPEHTBIE BEJIMYUHBI * 1 ypOBeHb 2 2272 1,48 0,65
CBIBOPOTKA MK/ MKMOJIB/JT BocnpousBoanMocTh Cpennee SD (€)%
JIeTH HOBOPOYXK/ICHHBIE 100 — 250 17,9-44.8 (430 105 B 1ieHp) n = 80 [Mxr/nn] | [mkr/m] [%]
eTH (MIIaIeHIIbI) 40 -100 72-17,9 ypoBeHb 1 234.6 5,92 2,5
JIeTH 50-120 9,0-21,5 ypOBEHB 2 66,9 2,16 3,2
SKEHIUHBI 50-170 9,0-30,4
MY KYHMHBI 65175 11,6 -313 = CpaBHeHHe MeTOA

KpoBs crnemyer oTOMpaTh yTPOM M HATONIAK, HOCKOIBKY
B TEYEHHE JHs KOHIIEHTpAIMs JKelle3a MOXKET yMEHBIIAThCs Ha
30%.

Kaxmoit sabopatopun peKoMeHIyeTcs pa3paboTaTb CBOM
COOCTBEHHBIE ~ HOPMBI, ~ XapakTepHble s 00CIexIyeMoro
KOHTHHT€HTA.

KOHTPOJIb KAYECTBA

JIns BHYTPEHHEro KOHTPONSA PEKOMEHIyeTCsi HCHOIb30BaTh
KOHTPOIIBHBIE CBIBOPOTKH CORMAY SERUM HN
(Kar.Ne 5-172) 1 CORMAY SERUM HP (Kar.Ne 5-173)
JUIS KayKZI0# cepru H3MEepeHHH.

Jlns kanuOpoBaHHMs aBTOMATHYECKMX aHAmM3aTopoB Prestige 24i
u Biolis 24i Premium pexomenayercs ucnonb3oBate CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174; 5-176)
wim  CORMAY  MULTICALIBRATOR  LEVEL 2

(Kat.Ne 5-175; 5-177) B MOCTH OT pa cepuu
KaJInépaTopos.

Jlnst kanuOpoBaHust aBTOMaTHYeckoro aHammszaropa Biolis 301
pEeKOMeHTyeTCst HCTIONB30BATh CORMAY

MULTICALIBRATOR LEVEL 2 (Kar.Ne 5-175; 5-177).
KanuOpoBOuHYyI0 ~ KPHBYIO  CIEAYET  COCTAaBISTh  KaX/ble
11 nexens (Prestige 24i, Biolis 24i Premium), npu kaxoit cMeHe
JIOTa PEAreHTOB M B Cily4ae HEOOXOAMMOCTH, Hamp. ecin
pE3yJBTATHl  ONpEJENCHUsT  KOHTPOJBHBIX  CHIBOPOTOK — HE
MOMAaAI0T B ped)epPeHTHBII InanasoH.

XAPAKTEPUCTHUKH ONPEJAEJTEHUS

OTH METPOJIOTHYECKUE XapaKTePUCTHKU ObLIH IOIYYEeHBI IPH
WCIIOB30BAaHHM  ABTOMATHYECKOro aHamm3atopa Biolis  30i.
Pesynbrathl,  MONydYeHHBIE ~ HAa  JIPYTMX  aHaJIM3aTopax
U BPYUHYIO, MOTYT OTJIHYAThCS.

=  LoB (nmpenex 6:1anka): 0,7 mxr/nn (0,13 Mxmous/i)

= LoD (npenen odHapy:xenus): 2,3 MKr/mn
(0,41 mxmosB/m)

=  LoQ (mpenes Ko1M4eCTBEHHOTO ONpee/IeHHs ):
4 mxr/mn (0,72 MKMOITB/T)

= JluneitHocTh: 10 1120 mxr/mn (200,48 MKMOIIB/IT).

Jns Gonee BBHICOKMX KOHIIEHTpAIMii, TIPOOBI Ciie/lyeT pa3baBHTh
0,9% NaCl u noropurh aHanu3. Pe3ynabrar clieqyeT yMHOXKUTb
Ha (HaKTOp pa3BeICHMUSL.

= Cneuuduunocrs / MuTepdepenunn

Ackopbar 0 62 mr/in, 6mmpy6ous no 20 Mr/mi, TPUNIHLEPUAs!
10 1000 mr/am 1 Meas 10 500 MK/ He BIHAIOT Ha Pe3yJIbTaThl
onpenenenuit. I'eMorno6un uHTEphEpUpyeT Hake B HEOOMBIIOM
KOJINYECTBE.

PRESTIGE 24i LQ FERRUM (I GENERACJA / I GENERATION / Il TIOKOJIEHHE)

CpaBHeHHE PE3yJbTATOB ONPEJENEHHs] JKeye3a [OIYYEHHBIX
na ananusarope Biolis 30i (y) u Ha SIEMENS ADVIA 1800 (x)
¢ HUcroib30oBaHHeM 46 00pa3lOB CHIBOPOTKH AANO CIEIyIOLIHE
Ppe3yJIbTaThL:

y = 1,0077 x + 4,4208 pg/dl;

R =0,999 (R — ko3¢ durmeHT Koppemiimn)

YTUJIM3ALIUSA OTXO10B
B cooTBeTCTBHY C JIOKAJILHBIMU TPEOOBAHUAMH.
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PZ CORMAY S.A.

1. Wios 22,
05-092 Eomianki, POLSKA C € »mn = Prestige 24i Premium, Biolis 24i Premi
tel.: +48 (0) 81 749 44 00 Ttem No. 24 Ttem Name FERRUM II GEN Optical
fax: +48 (0) 81 749 44 34 Co R M AY
hitp://www.cormay.pl Data information Calibration
. Units [ pg/dl | Type [ Linearl
PRESTIGE 241 LQ FERRUM Decimals | 1 | Std sample conc.
Blank 0 #1 [ = T [
PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITAIUSA nosi: Analysis #3 #4 | [ #5 |
= Prestige 24i, Biolis 24i Type END method #6
Item name [24 [ FERRUM 11 GEN ] Main Wave Length 570 nm
Sub Wave Length 700 nm
Data information Calibration Method Ferrozine
Units | pg/dl | Type | Linear
Decimals 1 | Standard Correlation
. #1 * #4 Slope Intercept
Analysis #2 #5 v=[1 X+ 0
Type END #3 #6
Main W.Lengthl 570 nm =
Sub W Lengiil 700 nm Normal Range Ttem No. 24 [ Item Name [ FERRUM 11 GEN \ Optical
Method Ferrozine Male Female .
- - Aspiration Data Process
Low High Low High -
Kind [ Read Start End
Corr Serum 65 175 50 170 -
[ onter | Urine ot Kind Vol Add Unit b Zg 33
Y= [ 1.000 X+ [0.000 | Plasma = o L =
CSF Sample 20 5 pl
Dialysis Reagent 1 250 10 ul Abs.Limit  Low High
Other Reagent 1 50 10 ul [3 | ~ [3
Blank value Correction value
Item name [24 | FERRUMIIGEN _ | Water Blank | Blank correction
L. End Point Limit 2
Asplratlnn Data Process L. Reaction Monitor Linear Check (%)
Kind | Double | Read Absorbance Limit 0 Level Point | 1 |
. Start End | L?W | -3.000 Span |3 | Prozone Check
Volume ‘ Main 50 52 | High | 3.000 Start End Limit (%)
Sample 20 [ Sub 28 30 Third mixing First
Reagentl 250 ul _ OFF | Second | Low
Reagent2 50 Factor |Endp01nt Limit |2.000
Blank ti 1.0000 Li Check (%
[Blank correction | | [Linear Check (%) | Ttem No. 24| Item Name FERRUM 11 GEN Optical
Third Mix. [ OFF | Dilution
- - e Normal Range Panic Range
R1 Blank [ Water-B | [ Diluent [ 100:Di12 Vil Fomale Vil T—
N oarig, Prozone Check < L605w I-i;gsh Lsogv 1-1117g;1 < Low High Low High
0 Level Point | 1] Start End Limit (%) crum crum
. Urine Urine
Span | 3.000 | First
Second Low Plasma Plasma
- CSF CSF
Third Low . A . -
Dialysis Dialysis
Item name [24 [ FERRUM 1 GEN | Other Other
Auto Rerun SW Auto Rerun Condition (Absorbance) .
ON | [ Absorbance Range Ttem No. [24 | Item Name FERRUM II GEN [ oOptical |
[ Lower OFF oe
Auto Rerun Range (Result) | Higher OFF Ag;tn Rerun SW | Auto Rerun Condition (Absorbance)
ON ON
Lower Higher | Prozone Range ‘ OFF | Lower | OFF
Auto Rerun Range (Conc.) | Higher | OFF
Serum 7.0 1000 n
- . . Low High
Urine First Dil . . i
—— Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Plasma
CSF Serum 3.6 1000
—— Urine [ OFF
Dialysis
Other Plasma
CSF Dilution
Dialysis [ 100:Di12
Other
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PZ CORMAY S.A.
ul. Wiosenna 22,
05-092 Lomianki, POLSKA

Ce et

tel.: +48 (0) 81 749 44 00
fax: +48 20; 81 743 4434 CORMAY
http://www.cormay .pl
PRESTIGE 24i LQ FERRUM
= Biolis 30i
Item no 24 Itemname | FERRUM Specimen | SERUM OPTICAL
Data information Aspiration volume
UNITS [ pg/dL | [ TYPE Double
DECIMALS 1 |
SAMPLE REAGENT 1 | REAGENT 2
Analysis [ voL. (uL) 20 250 50
METHOD END method | BOTTLE (ml)
Main Wave Length 570 nm
Sub Wave Length 700 nm [ FIRST DIL. |
CORRELATION (Y= AX + B) Data processing read
A= [1 | START END
B= [ o | MAIN 52 54
SUB 26 28
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 24 Item Name FERRUM Specimen | SERUM OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ | “ON | °OFF |
LOW | HIGH LOW | HIGH
65 | 175 50 | 170 Auto rerun range (conc.)
[Re [ Value [ Dil. [ Re [ Value [ Dil.
Panic range 4 | | | 1120 |
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 co3panmsi: 04.2021.
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