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PRESTIGE 241 MYOGLOBIN

Nrkat. 4-262,4-481 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia mioglobiny,
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

Mioglobina (Mb) jest hemoproteing obecna w mig$niach
szkieletowych oraz mig$niu sercowym i uwalniana
jest do krwiobiegu w wyniku uszkodzenia komorek
mig$niowych. Oznaczanie poziomu mioglobiny w surowicy
jestuzyteczne w diagnozowaniu zawatu serca, dystrofii mig$ni,
zapalenia mig$ni i miopatii a takze w klinicznej ocenie tych
choréb i postgpach ich leczenia.

ZASADA METODY

W wyniku reakcji antygen-przeciwcialo pomigdzy Mb
(zawarta w probce) a przeciwciatami anty-Mb (zwigzanymi
z czastkami lateksu) nastgpuje aglutynacja. Jest ona
wykrywana jako zmiana absorbancji przy A=572 nm i jest
wprost proporcjonalna do ilosci Mb w probce. Rzeczywiste
stgzenie mioglobiny jest nastgpnie Wyznaczane przez
interpolacje z  krzywej  kalibracyjnej  sporzadzonej
z kalibratoréw o znanych wartosciach Mb.

ODCZYNNIKI
Sklad zestawu

Nr kat. 4-262 Nr kat. 4-481

(statyw-24) (statyw-36)
1-Reagent 1x20,5ml 2x13,5ml
2-Reagent 1x8,5ml 2x5,5ml
Tlo$¢ testow
Prestige 24i 110 150
Biolis 24i Premium 100 140
Biolis 30i 100 140

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwato$¢ do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na pokladzie aparatu w temp. 2-10°C
sg stabilne przez 8 tygodni (Hitachi 911).

Stezenia skladnikow w zestawie

zawiesina  czastek  lateksu  uczulonych
kréliczymi przeciwciatami anty-Mb (pH 7,3)
bufor glicynowy (pH 9,0)

konserwant

0,12 w/v%
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Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

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

= Odczynnikow roznych serii nie nalezy zamienia¢
i mieszac.

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

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyne (sol litowa
lub sodowa), EDTA (s6l sodowa lub potasowa) lub kwas
cytrynowy.

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

Jednak polecamy wykonywanie badan na $§wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie
odczynnikowym.

2-Reagent nalezy ustawi¢ w pozycji startowej w statywie
odczynnikowym.

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

WARTOSCI PRAWIDLOWE 3

surowica, osocze <70 ng/ml

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 dofacza¢ surowice kontrolne CORMAY IMMUNO-
CONTROL II (Nr kat. 4-290).

Do kalibracji analizatorow automatycznych nalezy stosowac
CORMAY MYOGLOBIN CALIBRATORS (Nr kat. 4-279).
Krzywa kalibracyjna powinna by¢ sporzadzana co 8 tygodni
(Hitachi 911), przy zmianie serii odczynnika lub w razie
potrzeby np. jesli warto$ci 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
r6zni¢ si¢ od podanych.

= LoB (granica Slepej proby): 2 ng/ml

= LoD (granica wykrywalno$ci): 4 ng/ml
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= LoQ (granica oznaczalno$ci): 10 ng/ml
=  Liniowos$é: do 925 ng/ml

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

=  Specyficzno$¢ / Interferencje

Hemoglobina do 0,96 g/dl, kwas askorbinowy do 500 mg/l
bilirubina do 62 mg/dl i triglicerydy do 1000 mg/dl
nie wptywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalno$é (run to run) | Srednia SD ()%

n=20 [ng/ml] | [ng/ml] | [%)]

poziom 1 90 1,03 1,15
poziom 2 296 2,23 0,76
Odtwarzalno$¢ (day to day) | Srednia SD CvV
n=80 [ng/ml] | [ng/ml] | [%]

poziom 1 95,7 2,89 3,0
poziom 2 306,4 5,94 1,9

=  Poréwnanie metody

Poréwnanie wynikow oznaczen mioglobiny wykonanych
na Biolis 30i (y) i na BS-800 (x), z uzyciem 69 probek
surowicy, dato nastgpujace wyniki:

y=0,992 x — 3,5653 ng/ml;

R= 1,000 (R — wspotezynnik korelacji)

Poréwnanie wynikow oznaczefi mioglobiny wykonanych
na Biolis 30i (y) i na BS-800 (x), z uzyciem 31 probek osocza,
dato nastgpujace wyniki:

y=0,9779 x — 5,3264 ng/ml;

R=0,999 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowigzujacymi przepisami.
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PRESTIGE 241 MYOGLOBIN

Cat. No 4-262, 4-481 (EN)

INTENDED USE

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

The reagents must be used only for in vitro diagnostic,
by suitably qualified laboratory personnel, only for the intended
purpose, under appropriate laboratory conditions.

INTRODUCTION

Myoglobin (Mb) is a hemo-protein present in cardiac
and skeletal muscle cells and is released into blood circulation
when these cells are damaged. The determination of serum Mb
level is useful in the diagnosis of myocardial infarction,
muscular dystrophy, myositis and myopathy, and also
for the assessment of treatment and disease prognosis.

METHOD PRINCIPLE

When an antigen-antibody reaction occurs between Mb
in a sample and anti-Mb 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 Mb in the sample. The actual concentration is then
determined by interpolation from a calibration curve prepared
from calibrators of know concentration.

REAGENTS
Package
Cat. No 4-262 Cat. No 4-481
(24-TRAY) (36-TRAY)
1-Reagent 1 x20.5 ml 2x13.5ml
2-Reagent 1x85ml 2x5.5ml

The reagents when stored at 2-10°C are stable up to expiry date
printed on the package. The reagents stored on board of the
analyzer at 2-10°C are stable for 8 weeks (Hitachi 911).

Concentrations in the test

suspension of latex particles sensitized with
anti-Mb (rabbit) antibodies (pH 7.3)

glycine buffer solution (pH 9.0)

preservative

0.12 w/v%

‘Warnings and notes

=  Protect from direct sunlight and avoid contamination!

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

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

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

PRESTIGE 24i MYOGLOBIN

SPECIMEN

Serum or plasma (Na-EDTA, K-EDTA, Na-Heparin,
Li-Heparin, citric acid).

If the test cannot be done immediately, the sample should
be placed in a tightly sealable container and stored at -20°C.
Repeated freezing and thawing should be avoided.
Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1-Reagent and 2-Reagent are ready to use.
1-Reagent put on basic position in reagent tray.
2-Reagent put on start position in reagent tray.
For reagent blank 0.9% NaCl is recommended.

REFERENCE VALUES ?

| serum, plasma | <70 ng/ml

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 IMMUNO-
CONTROL II (Cat. No 4-290).

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

The calibration curve should be prepared every 8 weeks
(Hitachi 911), 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
analyzer Biolis 30i. Results may vary if a different instrument
is used.

= LoB (Limit of Blank): 2 ng/ml

= LoD (Limit of Detection): 4 ng/ml

= LoQ (Limit of Quantitation): 10 ng/ml

=  Linearity: up to 925 ng/ml

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

=  Specificity / Interferences

Haemoglobin up to 0.96 g/dl, ascorbate up to 500 mg/l,
bilirubin up to 62 mg/dl and triglycerides up to 1000 mg/dl
do not interfere with the test.
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= Precision

Repeatability (run to run) Mean SD Ccv
n=20 [ng/ml] | [ng/ml] | [%]

level 1 90 1.03 1.15
level 2 296 2.23 0.76
Reproducibility (day to day) | Mean SD CV
n=80 [ng/ml] | [ng/ml] | [%]

level 1 95.7 2.89 3.0
level 2 306.4 5.94 1.9

= Method comparison

A comparison between myoglobin values determined
at Biolis 30i (y) and at BS-800 (x) using 69 serum samples,
gave following results:

y=0.992 x — 3.5653 ng/ml

R=1.000 (R — correlation coefficient)

A comparison between myoglobin values determined
at Biolis 30i (y) and at BS-800 (x) using 31 plasma samples,
gave following results:

y=0.9779 x — 5.3264 ng/ml

R=0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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Kat.Ne 4-262, 4-481 (RUS)

MNPEAINIOJIATAEMOE UCITIOJIb30BAHUE
JluarHoctuueckuii Habop Uil ONpeneNeHHs] KOHLEHTPALUH
MHOTTIOONHA, HpeHa3HaueH JUTS HCTIONb30BAHHMS
Ha aBTOMAaTHYECKUX OMOXMMHYECKUX aHanu3atopax: Prestige
24i, Biolis 24i, Prestige 24i Premium, Biolis 24i Premium a
Taioke Biolis 30i.

Pearentst JOJDKHBI MCIIOJIB30BATHCA TOJBKO TSI JUATHOCTHUKH
in vitro, KBaIM(QUIMPOBAHHEIM JaOOPaTOPHBIM IEPCOHATIOM,
B ueiix, IS KOTOPBIX OHH npeIHa3HA4YCHbI,
B COOTBETCTBYIOIIHX JIJA00PATOPHBIX YCIOBHSX.

BBEJIEHUE

Muorno6un (Mb) SIBIISIETCS TEeMO-TIPOTEHHOM,
HPUCYTCTBYIONIUM B KJIETKaX CEPICYHOI U CKEIETHBIX MBILIIT
1 BBICBOOOX1a€MBIM B KPOBB TIPH TIOBPEXICHUH STHX KIECTOK.
Ompenenenue yYpoBHS MHOITIOOMHA MCIONB3YETCS  IPH
JIMarHOCTHKE MH(pAPKTa MUOKApa, MBIICYHON IUCTPODHH,
MHO3UTE W MHONATHH, a TaKXKE TIPH OIECHKE JICUCHUSA
U NIPOrHO3€ 3a00/1eBaHus.

MNPUHIUII METOJA

Ilpu peaknun aHTHTeH-aHTHTENO Mexay Mb B mpobe 1 aHTH-
Mb AHTHUTEJIAMH, KOTOPBIC CeHCH6MJ’lH3HPOBaHBI Ha JIAaTCKCHBIX
YacTUIAX, HPOUCXOJUT arryIioTHHALMSA. JTa arrIFOTUHAINSL
omnpeensercs Kak i3MeHeHue abcopOimu (572 HM), BeTMYHHA
KOTOPOTo IPONOpIHOHANbHA KoimdecTBy Mb B mpoGe.
AKTyanbHasi KOHIICHTpAIHS OTIPeIeNseTcs 0 KaTHOPOBOYHOM
KpPHMBOH, IOCTPOCHHOW 10 KanuOpaTopaM C H3BECTHOU
KOHIICHTpaLueit.

PEATEHTbBI
CocraB Habopa
Kar.Ne 4-262 Kar.Ne 4-481
(mrraTtuB-24) (mraTuB-36)
1-Reagent 1x20,5 mMn 2x13,5Mn
2-Reagent 1x8,5mn 2x5,5wmn

PeareHTbl COXpaHSIOT CTAOUIBHOCTh B TEUCHUE BCETO CPOKA
TOJTHOCTH, YKa3aHHOTO Ha yrakoBke npu 2-10°C. PeareHTs! Ha
OopTy ananmsatopa npu Temmeparype 2-10°C craGuibHBI
8 nenenn (Hitachi 911).

KoHueHTpanuu KOMIIOHEHTOB B peareHTax

CYCIEH3MA JTATEKCHBIX YaCTHIL,

CeHCUOMIN3UPOBAHHBIX KponuubuMu antutenamu 0,12 %
k Muornobuny (pH 7,3)

riuuHOBKIH Oydep (pH 9,0)

KOHCEPBaHT

IIpenocTepe:xaeHns: H IPUMeYAHHS

= 3ammmarh OT MPSMOTO CBETa M n30eraTh KOHTAMHHAINHN!

= Jlo oxOHYaHMM HU3MEpEHHH, OYyTBUIKH C peareHTaMu
CclelyeT 3aKpbIBaTh U XpaHuTh pu 2-10°C. JlomKHbBI OBITH
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TIPEATIPUHATBI  MEPBI, 9TOOBI HE TNEPEeNnyTaTh KPBIIIKHA
GyTBUIOK.

= PearcHTHI U3 Pa3HbIX CEPUil HE CIIEAYET B3aHMO3AMCHSTH
WM CMECIINBATh.

= BHHMaTeqbHO —MpOYMTAiiTe MMAcmopr 6Ge3omacHOCTH
xumuyeckoi mpoaykiun (MSDS), KOTOpBIH COREpIKHT
noJpoOHy0 HMHGOPMAIMIO O TIpaBHIaX Oe30macHOTo
XpaHCHHUS U MCIIOJIb30BaHU TOBapa.

BUOJIOTMYECKHAA MATEPHAAJL

CriBopotka mmn miazma (Na-DJITA, K-D/ITA, Na-I'enapun,
Li-I'enapuH, JINMOHHAs! KUCIIOTA).

Ecnu TecT He MOXET OBITh BBITIOJHEH HEMELICHHO, TPOObI
ClIeZlyeT MOMECTHTb B IUIOTHO 3aKPBIThII KOHTEIHEP U XPAHUTH
npu -20°C. Cnenyer uzderarb OBTOPHBIX 3aMOPKUBAHHH.
Tem He MeHee, PEKOMEHIYETCsl TIPOU3BOUTH HCCIICIOBAHUS
Ha CBEXKEB3STOM OHOJIOTHYECKOM MaTepHae!

MNPOLEAYPA ONIPEJEJIEHUS

1-Reagent u 2-Reagent roTOBBI K HCIIOIb30BAHUIO.

1-Reagent crnexyer YCTaHOBHTh Ha INTaTHB B IO3HIHU
OCHOBHOTO PEarcHTa.

2-Reagent cieqyer yCTaHOBHTh HAa INTATHB B IO3MLIUN
CTapTOBOTO PEareHTa.

B KkauectBe OJaHK-pearcHTa PEKOMEHIYETCS HCIOIb30BaTh
0,9% NaCl.

PE®EPEHTHBIE BEJIMUMHBI 3
CBIBOPOTKA, IIa3Ma

<70 Hr/™MI

Kaxnoit maboparopun pexkoMeHayercs pa3paboraTb CBOU
COOCTBCHHBIE HOPMEBI, XapaKTepHBbIE JUIi 00CIemLyeMoro
KOHTHUHI'CHTA.

KOHTPOJIb KAYECTBA

Jlnsi  BHYTPEHHETO KOHTPONISL KAauecTBa PEKOMEHIyeTcs
ucronszoBate CORMAY  IMMUNO-CONTROL 1T
(Kar.Ne 4-290) muist kaxaoii cepunt U3MEpeHUii.

Js KalMOpPOBKH ABTOMATUYECKUX AHAJIU3aTOPOB
peKoMeHyeTcst HCTIOJIb30BaTh Habop CORMAY
MYOGLOBIN CALIBRATORS (Kar. Ne 4-279).
KanmuOpoBKy peKoMeHmyeTcsl MPOBOAWTH Kak[ble 8 HENeb
(Hitachi 911), npu Kax10if CMeHe JIOTa peareHToB U B CIIy4ae
HEOOXOJMMOCTH, Hamp. €CIIM PEe3yIbTaThl ONpPEJIEICHUs
KOHTPOJIBHBIX CBIBOPOTOK HE MOMAfalT B pedepeHTHbIH
JIMAIa30H.

XAPAKTEPUCTHUKU ONPEJEJTEHUA

OTH MeTpPOIOrnYecKHe XapaKTepPUCTHKH OBUIM OTydeHBI
C HCIOJIB30BAHUEM aBTOMATHYECKOro aHamu3aropa Biolis 30i.
Pe3ynmbTaThl, HOTy4eHHBIE Ha JPYTHX aHAIHM3aTOPax, MOTYT
OTJIMYaThCA.

= LoB (npeaen 6Janka): 2 Hr/mi

= LoD (upenes o0Hapy:kenus): 4 Hr/mi
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= LoQ (nmpeaeJ KOJH4ECTBEHHOTO ONpeIeIeH s ):
10 ur/mn

= JluneiiHoCcTh: 10 925 Hr/mn

B cimyugae Gonee BBICOKMX KOHLEHTpaluii, pa3baBbre mpoly
0,9% NaCl u noBropute ucciegoBanue. Pe3ybraT yMHOXKbTE
Ha (akTop pasBe/eHNs.

= Cnemnduunocts / Untepdepenuun

I'emorno6un no 0,96 r/m, ackop6ar 1o 500 Mr/n, Gumupyoun
no 62 mr/mn u Tpurmuuepuas 1o 1000 Mr/an He BIMSIOT
Ha pe3yJIbTaThl U3MEPEHHH.

= TouHocTh

IToBTOpPsieMOCTH Cpennee SD CvV
(Mexay cepusimu) n = 20 [mr/min] [mr/mon] [%]
ypoBeHs 1 90 1,03 1,15
YpOBEHb 2 296 2,23 0,76
Bocnpoussoanmocts Cpennee SD (6)%
(130 1S B JieHb) n = 80 [Hr/™n] [Hr/mo] [%]
ypoBeHsb 1 95,7 2,89 3,0
YpOBEHb 2 306,4 5,94 1,9

= CpaBHeHHe MeTO/1a

CpaBHEHHE  pE3yNbTaTOB  ONpEICNICHHS — MHOITIOOWHA,
Mpou3Be/IeHHbIX Ha aHanu3aTopax Biolis 30i (y) u BS-800 (x)
JUTs1 69 Po6 CHIBOPOTKA JIAJIO CIEAYIONINE PE3yTbTaThI:
y=0,992 x — 3,5653 ur/mi;

R =1,000 (R — K03 HHUIMEHT KOPPETAIIH)

CpaBHeHHE  pe3yJbTaToOB  ONPEIENCHHS  MHOIIOOHHA,
TIPOM3BE/ICHHBIX Ha aHanu3aTopax Biolis 30i (y) u BS-800 (x)
1utst 31 mpo6 1rasMa Jaio CleIyolue pe3yibTaThl:
y=0,9779 x — 5,3264 Hr/mi;

R=10,999 (R — k03 uLHEHT KOppeIsLn)

YTUWIN3ALUS OTXOJ0B
B coOTBETCTBUH C JTOKATbHBIMH TPEOOBAHUAMHU.

PRESTIGE 24i MYOGLOBIN

JIUTEPATYPA

1. Galvin J. P. et al: Particle enhanced photometric
immunoassay systems., Clin. Lab. Assays (Pap. Annu.
Clin. Lab. Assays Conf.), 4™, 73 (1983).

2. Singer J. M. et al.: The latex fixation test. I. Application to
the serologic diagnosis of rheumatoid arthritis, Amer. J.
Med., 21, 888 (1956).

3. Silva dos Santos E., Perecira M. P. et al.: Electrical
Cardioversion and Myocardial Injury: Evaluation by New
Cardiac Injury Markers., Arquivos Brasileiros de
Cardiologia - 86, 3, 2006.

Jlara co3nanms: 04.2021.

str. / page / cTp. 6/9

51_03_05_057_03



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

q3

4
CORMAY

e  Prestige 24i Premium, Biolis 24i Premium

PRESTIGE 241 MYOGLOBIN

PROGRAM NA ANALIZATORY / APPLICATION for / ATATITALMSA nuisi:
e  Prestige 24i, Biolis 24i

Item name ‘ 43 ‘ MYO ‘
Data information Calibration
Units [ ng/ml \ Type | Spline
Decimals [ o | Standard
#1 #4 *
Analysis #2 #5
Type RATE #3 #6
Main W.Lengthl 570
Sub W.Length2 800 Normal Range
Method Immuno Male Female
Low High Low High
Corr Serum 0 70 0 70
[ Inter | Urine
Y= X+ [ 0.000 \ Plasma 0 70 0 70
CSF
Dialysis
Other
Item name |43 | MYO |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 36 54 [ High [ 3.000
Sample 6 [ Sub
Reagentl 150 ul
Reagent2 50 Factor [Endpoint Limit [2.000
[Blank correction | [Linear Check (%) 99
Third Mix. [ ON | Dilution
R1 Blank | Water-Blank | [ Diluent [ 99:Dil1
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 3.000 | [ First
Second Low
Third Low
Item name ‘ 43 ‘ MYO |
Auto Rerun SW Auto Rerun Condition (Absorbance)
OFF | [ Absorbance Range
| Lower OFF
Auto Rerun Range (Result) | Higher OFF
OFF OFF
Lower Higher Prozone Range | OFF
Serum
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i MYOGLOBIN
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Item No. 43 Item Name MYO Optical
Data information Calibration
Units [ ng/ml | Type [ Splinel
Decimals [0 | Std sample conc.
Blank 0 #1 [ * [#2 [ *
Analysis #3 * #4 IE [ #5 |
Type RATE method #6
Main Wave Length 570nm
Sub Wave Length 800nm
Method 1 turbidimetry
Correlation
Slope Intercept
Y=1|1 X+]0
Item No. 43 Item Name MYO [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 36 52
Kind Vol. Add Units Sub
Sample 6 5 ul
Reagent 1 160 10 ul Abs.Limit  Low High
Reagent 2 50 10 ul [-3 ~ [3
Blank value Correction value
Water Blank | Blank correction 1
End Point Limit 2
Reaction Monit Linear Check (%) 99
0 Level Point [1 |
Span |3 | Prozone Check
Start End Limit (%)
Third mixing First [
ON | Second | Low
Item No. 43 Item Name MYO Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0 70 0 70 Serum
Urine Urine
Plasma 0 70 0 70 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 43 Item Name MYO | Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
OFF
| Lower | OFF
Auto Rerun Range (Conc.) | Higher | OFF
First Dil Low : High : o
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 99:Dil1
Other
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e Biolis 30i
Item no 43 Item name MYO Specimen l SERUM / PLASMA OPTICAL
Data information Aspiration volume
UNITS \ ng/mL | [ TYPE \ Double
DECIMALS | 0
SAMPLE REAGENT 1 REAGENT 2
Analysis [ VOL. (uL) 6 160 50
METHOD RATE method [ BOTTLE (ml)
Main Wave Length 570 nm
Sub Wave Length 800 nm l FIRST DIL. ‘
CORRELATION (Y=AX+B) Data processing read
A= [1 | START END
B= [0 | MAIN 36 53
SUB
Blank value
*WATER | ° REAGENT | [ ABS LIMIT |
3 | TO 3
Calibration
TYPE ‘ Spline | Collection value
STABILITY | | [ ENDPOINT [25 |
LINEARITY CHECK (%) | 90 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
LOW VARIATE
Item No 43 Item Name MYO Specimen | SERUM / PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ “ON [ °OFF |
LOW | HIGH LOW | HIGH
0 | 70 0 | 70 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re ‘ Value | Dil.
Panic range | 10 | 925
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
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