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PRESTIGE 241 LQ BILE ACIDS

Nrkat. 4-345, 4-495 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania st¢zenia calkowitych
kwasow  zolciowych 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  badan
diagnostycznych in vitro, przez odpowiednio przeszkolony
personel, tylko zgodnie z ich  przeznaczeniem,
w odpowiednich warunkach laboratoryjnych.

WPROWADZENIE

Kwasy zolciowe s3 glownym produktem degradacji
endogennego  cholesterolu  powstalego w  watrobie.
Catkowite kwasy zolciowe podlegaja przemianie materii
w watrobie i s3 cennym wskaznikiem prawidlowej
lub nieprawidtowej czynno$ci watroby. St¢zenie catkowitych
kwasow  zolciowych w surowicy jest podwyzszone
u pacjentéw z wirusowym zapaleniem watroby, marskos$cia
watroby, nowotworami watroby.

ZASADA METODY

Metoda enzymatyczna z
hydroksysteroidowa (3-a-HSD).
Kwasy zolciowe pod wplywem 3-a-dehydrogenazy
hydroksysteroidowej (3-a-HSD) w obecnosci tio-NAD
s przeksztatcane do 3- ketosteroidow i tio-NADH. Reakcja
ta jest odwracalna, enzym 3-0-HSD moze przeksztatca¢
3-ketosteroidy i NADH do kwasow zotciowych oraz NAD.

Tio-NAD  Tio-NADH

7

3-a-HSD
kwasy zolciowe <4————p 3-ketosteroidy

SN

NAD NADH

3-a-dehydrogenaza

Produktem reakcji jest tio-NADH, ktorego powstawanie
w czasie reakcji powoduje przyrost absorbancji przy A=405
nm. Szybko$¢ tworzenia si¢ tio-NADH jest wprost
proporcjonalna do stezenia kwasow zotciowych.

ODCZYNNIKI
Sklad zestawu

Nr kat. 4-345 Nr kat. 4-495

(statyw-24) (statyw-36)
1-Reagent 2x16,5ml 2x15,5ml
2-Reagent 2x6,5ml 2x6ml
Tlo$¢ testow
Prestige 24i 100 100
Biolis 24i Premium 100 100
Biolis 30i 120 120

PRESTIGE 24i LQ BILE ACIDS

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwalo§¢ do daty waznoéci podanej na opakowaniu.
Stabilnos¢ odczynnikow przechowywanych na poktadzie
aparatu w temp. 2-10°C: Prestige 24i — 7 tygodni, Biolis 24i
Premium — 7 tygodni.

Stezenia skladnikéw w zestawie

1-Reagent

Tio-NAD > 0,1 mmol
Bufor

2-Reagent

3-a-HSD >2kU/
NADH > (0,1 mmol
Bufor

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Unika¢ kontaktu ze skora i btonami §luzowymi.

= Nie miesza¢ odczynnikdw pochodzacych z roznych
serii.

= Zolty lub zottobrazowy kolor odczynnika nie wplywa
na wynik oznaczenia.

= Nie nalezy oznacza¢ stezenia catkowitych kwasow
z0lciowych u  pacjentow  leczonych  kwasem
ursodeoksycholowym (UDCA).

MATERIAL BIOLOGICZNY

Surowica.

Stezenie  catkowitych  kwasow  Zzolciowych — wzrasta
po spozyciu positkow, w zwigzku z tym probki nalezy
pobiera¢ na czczo. Surowica moze by¢ przechowywane
do 7 dni w temp. 4° C lub do 3 miesigcy w temp. -20°C.
Jednak polecamy wykonanie 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 uzywaé¢ wody
destylowane;j.

WARTOSCI PRAWIDLOWE 3

surowica 2,5 - 6,8 umol/l (1,25 — 3,4 pg/ml) |
Zalecane jest opracowanie przez kazde laboratorium
wlasnych zakresow warto$ci prawidtowych

charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii
oznaczen, nalezy dolacza¢ surowice kontrolne CORMAY
BILE ACIDS CONTROLS (Nr kat. 5-149).
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Do kalibracji analizatoréw automatycznych nalezy stosowaé
CORMAY BILE ACIDS CALIBRATOR (Nr kat. 3-125).
Krzywa kalibracyjna powinna by¢ sporzadzana co 7 tygodni
(Prestige 24i, Biolis 24i Premium), 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 analizatora
automatycznego Biolis 30i lub Hitachi 717. W przypadku
przeprowadzenia oznaczenia na innym analizatorze
lub manualnie  otrzymane wyniki moga  rdzni¢
si¢ od podanych.

= LoB (granica §lepej proby):
0,91 pmol/l (0,46 pg/ml)

= LoD (granica wykrywalnosci):
1,30 umol/1 (0,65 pg/ml)

= LoQ (granica oznaczalnosci):
4 umol/l (2 pg/ml)

=  Liniowo§¢:
do 146 umol/l (73 pg/ml)

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

= Specyficzno$¢ / Interferencje

Hemoglobina w stezeniu do 0,5 g/dl, bilirubina w stezeniu
do 50 mg/dl, kwas askorbinowy w stezeniu do 50 mg/dl
i triglicerydy w stgzeniu do 750 mg/dl nie wplywaja
na wyniki oznaczenia.

=  Precyzja

Powtarzalnos¢ (run to run) | Srednia SD (6%

n=20 [umol/1] | [umol/1] [%]

poziom 1 27,68 0,42 1,52
poziom 2 100,61 1,24 1,23
Odtwarzalno$¢ (day to day) | Srednia SD CvV
n=80 [umol/1] | [umol/1] [%]

poziom 1 27,8 1,11 4,0
poziom 2 103,2 3,71 3,6

e  Poréwnanie metody

Porownanie wynikow oznaczen kwasow  zotciowych
wykonanych na Biolis 30i (y) i na BECKMAN COULTER
AU680 (x), z uzyciem 60 probek surowicy, dato nastgpujace
wyniki:

y =0,9468 x + 0,3185 pmol/l;

R =1,000 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.

PRESTIGE 24i LQ BILE ACIDS
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Cat. No 4-345, 4-495 (EN)

INTENDED USE

Diagnostic kit for determination of total bile acids
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

Bile acids are the main product of degradation
of endogenous cholesterol formed in the liver. Total bile
acids are metabolized in the liver and are a valuable indicator
of normal or abnormal liver function. Serum total bile acids
are increased in patients with viral hepatitis, liver cirrhosis
and liver cancer.

METHOD PRINCIPLE

Enzymatic method with 3-a-hydroxysteroid dehydrogenase
(3-a-HSD).

Bile acids under the influence of 3-hydroxysteroid
dehydrogenase (3-a-HSD) in the presence of thio-NAD
are converted to 3 -ketosteroids and thio-NADH.
The reaction is reversible and 3-a-HSD can convert
3-ketosteroids and NADH to bile acids and NAD.

Thio-NAD  Thio-NADH

7

3-a-HSD
bile acids €——————» 3-ketosteroids

£\

NAD NADH

The rate of thio-NADH formation can be monitored at 405
nm and is proportional to the bile acids activity.

REAGENTS
Package
Cat. No 4-345 Cat. No 4-495
(24-TRAY) (36-TRAY)
1-Reagent 2x16.5ml 2x15.5ml
2-Reagent 2 x 6.5 ml 2x6ml

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 241 -
7 weeks, Biolis 24i Premium — 7 weeks.

Concentrations in the test

1-Reagent

Thio-NAD > 0.1 mmol
Buffer

PRESTIGE 24i LQ BILE ACIDS

2-Reagent

3-0-HSD >2kU/
NADH > (.1 mmol
Buffer

‘Warnings and notes

=  Protect from direct sunlight and avoid contamination!

= Avoid contact with skin and mucous membranes.

= Reagents from different lots must not be interchanged.

=  Yellow or yellow-brown color of the reagent
does not affect the reagents performance.

= Samples from patients treated with ursodeoxycholic acid
(UDCA) are not suitable for the determination of total
bile acid concentrations.

SPECIMEN

Serum.

Total bile acids concentration is increased after meals,
therefore samples should be collected under fasting
conditions. Serum samples are stable fora 7 days at 4°C
or for 3 month at -20 °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 deionised water is recommended.

REFERENCE VALUES ?

| serum 2.5 6.8 pmol/l (125~ 3.4 pg/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 BILE ACIDS
CONTROLS (Cat. No 5-149).

For the calibration of automatic analysers systems
the CORMAY BILE ACIDS CALIBRATOR
(Cat. No 3-125) is recommended.

The calibration curve should be prepared every 7 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 or Hitachi 717. Results
may vary if a different instrument or a manual procedure
is used.

= LoB (Limit of Blank):
0.91 pmol/1 (0.46 pg/ml)
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= LoD (Limit of Detection):
1.30 pmol/1 (0.65 pg/ml)

= LoQ (Limit of Quantitation):
4 umol/l (2 pg/ml)

= Liniearity:
up to146 pmol/1 (73 pg/ml)

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

=  Specificity / Interferences

Haemoglobin up to 0.5 g/dl, bilirubin up to 50 mg/dl,
ascorbic acid up to 50 mg/dl and triglycerides
up to 750 mg/dl do not interfere with the test.

= Precision

Repeatability (run to run) Mean SD CcvV
n=20 [umol/1] | [umol/1] | [%]

level 1 27.68 0.42 1.52
level 2 100.61 1.24 1.23
Reproducibility (day to day) | Mean SD CvV
n=_80 [pmol/1] | [umol/1] | [%]

level 1 27.8 1.11 4.0
level 2 103.2 3.71 3.6

e  Method comparison

A comparison between bile acids values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 60 serum samples gave following results:

y=0.9468 x + 0.3185 pmol/l;

R =1.000 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i LQ BILE ACIDS
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No kart. 4-345, 4-495 (RUS)

MNPEAINIOJATAEMOE UCITIOJIb30BAHUE
Jluarnoctuueckuit Habop IS OnpeneraeHHs KOHLEHTPALUH
obumx JKEITIHBIX KHUCJIOT, NpeHa3HaYeH
JUIST  MCIIOJIb30BAHMSI HA ABTOMATHYCCKHX aHalIHM3aToOpax:
Prestige 24i, Biolis 24i, Prestige 24i Premium, Biolis 24i
Premium u Biolis 30i .

PeareHTbI TO/KHBI HCTIOJIB30BATHCS TOJIBKO TSl THATHOCTUKU
in vitro, KBaIM(QUIMPOBAHHBIM J1TaOOPATOPHBIM TMEPCOHAIIOM,
B neisx, IS KOTOPBIX OHH TNpeaHa3sHa4YCHbl,
B COOTBETCTBYIOIIHX JTa00PaTOPHBIX YCIOBHSX.

BBEJIEHUE

JKemuHble KHCIOTBHI — 3TO TJIABHBINA TIPOAYKT ACTpagaltiu
DHJION€HHOTO XOJIECTCPpUHA, CUHTEC3UPYEMOIO B IICYCHU.
KemyHble  KHCIOTBI ~ METaOONM3HPYIOTCA B IICUCHH
U ABJIAIOTCA LEHHBIM TIOKa3aTeIeM HOpMaJTBHOﬁ mb60
abHOpManbHOH (YHKIMM TIedeHH. IlOBBIIICHHE YPOBHS
06H_IHX JKECITYHBIX KHUCJIOT B CBIBOPOTKE TIOBBILIICHO
y HalKEHTOB C BUPYCHBIMHU I'€IaTHTAMH, LIAPPO3OM U PAKOM
TICUCHN.

IMPUHIUITI METOJA

DH3UMATHYECKHil  METOX c 3-0-THAPOKCHCTEPOHT
neruaporenasoi (3-a-HSD).

Kemynple  kWCIOTHI  mox  BosjaelcTtBueM  3-a-HSD
B npucyTcTBud THO-NAD npeBpaiarores B 3-KeToCTepOU Ibl
u 1Ho-NADH. Peakumst obpatuma u 3-0-HSD moxer
obpamare 3-kerocrepounsl M THO-NADH B kemuHble
kucnotsl 1 NAD.

Tuo-NAD  Tuo-NADH

\

3-a0-HSD
JKETYHBIC KUCIIOTH €——  3-KeTOCTepPOH bl

£

NAD NADH

Ckopocts 00pa3zoBanusi THO-NADH MoxeT ObITh U3MepeHa
1o pocty ajgcopoumun Ha 405 HM ¥ TIPAMO TPOTIOPIHOHATEHA
KOHIICHTPAUU KEITYHBIX KUCIIOT B np06e.

PEATEHTbBI
CocraB Habopa
Ne kar. 4-345 Ne kar. 4-495
(24-TRAY) (36-TRAY)
1-Reagent 2x 16,5 M 2x 15,5 M
2-Reagent 2x 6,5 mn 2 X 6 M

ITpn Temnepatype 2—8°C, peareHT COXpaHAeT CTaOMIBHOCTH
B TEUYCHHE BCEr0 CPOKA TOJHOCTH, YKA3aHHOIO HA YIAKOBKE.
CrabunbHocTh Ha Oopry anammsatopa mpu  2-10°C
cocrasisiet: st Prestige 24i — 7 Henenb, Biolis 241 Premium
— 7 Hezienb.

PRESTIGE 24i LQ BILE ACIDS

KOIIlleHTpal.ll/lﬂ KOMIIOHEHTOB B peareHTax

1-Reagent

THo-NAD > 0,1 MmMosIB/IT
Bydgep

2-Reagent

3-0-HSD >2 kEn/n
NADH > 0,1 MMOJIB/I
Bydep

IIpenocrepeskeHnsi 1 NpUMeYaHUs

= [lpenoxpaHaTb OT HOPSAMBIX  COJHEYHBIX  JIydei
U 3arpsi3HeHus!

= II36eratb KOHTakTa ¢ KOXeil ¥  CIM3UCTBIMH
000JI0UKaMH.

=  He cMmemuBarh peakTUBBI U3 Pa3HBIX CEPUil.

=  ECTeCTBEHHbBIH  KEJNTOBAaTHIH WM  KOpUYHEBATHII
OTTCHOK peareHra HE BJIMSCT Ha Pe3yIbTaThI

OIpeIeNICHUH.
= IIpoGsr MAlUEHTOB, TIPUHUMAIOIINX
YPCOAEOKCUXOTIEBYIO KHCIIOTY HE TIPUTOIHBI

JUISL ONIPEICIICHUS OOIINX KETIHBIX KHCIIOT.

BAOJOTUYECKHUIA MATEPHAJI

ChIBOpOTKA.

KoHueHTpamums 00X JKEIYHBIX KHCIOT BO3PAacTaeT Iocie
elbl, B CBA3M C BTHM MPOOHI cliexyeT OpaTh HATOIIAK.
CBIBOPOTKAa MOXKET XpaHUThCS 10 7 nHedl mpu temm. 4°C
160 3 Mecsiua mpu temir. - 20°C.

Tem HEe MeHee PEKOMCEHAYCTCSI IPOU3BOAUTL HCCICTOBAHUA
Ha CBEXKEB3ATOM OHOJIIOrHYECKOM MaTepuae!

MMPOLEIYPA OIIPEJEJEHUSI

1-Reagent u 2-Reagent roTOBBI K HCIIOJIb30BAHHIO.
1-Reagent crmeayeT yCTaHOBHTh HAa INTATHB B TO3MINK
OCHOBHOTO PEarcHTa.

2-Reagent crmeayeT yCTaHOBHTh HAa INTATHB B TIO3HIUH
CTapTOBOI'O pPearcHTa.

B kadecTBe OIaHK-pearcHTa PEeKOMEHIyeTcsl HCIOIb30BaTh
JICHOHU30BAHHYIO BOIY.

PE®EPEHTHBIE BEJIMYUHBI ?

CBIBOPOTKA 2,5 — 6,8 mxmons/n (1,25 — 3,4 Mxr / M) |

Kaxmoii  mabopatopum  peKOMeHAyeTcss — pa3paboTaTh
cOOCTBEHHBIE HOPMBI, XapaKTepHbIE i1 00CIeIyeMoro
KOHTHHI'CHTA.

KOHTPO.JIb KAYECTBA

Jlnst BHYTPEHHEro KOHTPOJISI KauecTBa MPH IPOBEACHUM
HCCIIe0BaHNil PEKOMEHIYETCS MCIOIb30BaTh KOHTPOIbHbBIE
ceBopotki  CORMAY BILE ACIDS CONTROLS
(Kat. Ne 5-149) nnst ka0 cepun u3MepeHuii.

JUns KanmnOPOBKH PEKOMEHJTYeTCsl HCIONb30BaTh KaInbpaTop
CORMAY BILE ACIDS CALIBRATOR (Kat. Ne 3-125).
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KanubpoBouHyl0 KpHBYIO CIEIyeT COCTaBISTh KaX/ble
7 nwenens (Prestige 241, Biolis 24i Premium), npu kaxmoit
CMEHE JIOTA PEareHTOB M B Cly4ae HEOOXOAMMOCTH,
Hamp. €CIM  Pe3yJbTaThl  OMNpeNeNIeHHs KOHTPOJIBHBIX
CBIBOPOTOK HE MOMAZAIOT B pe)epeHTHBII ANanasoH.

XAPAKTEPUCTHUKH ONPEJAEJIEHUS

Ot METPOJIOTHICCKHE XaPaKTCPUCTUKH ObLTH TIOTY4CHBI
npu HCIIOJIb30BAHUHN aBTOMATHYECKOTO a”ajaudsaropa
Biolis 30i wmm Hitachi 717. Pe3ymbrarhl, NONy4YeHHbIC
Ha IPYrux aHajau3aTopax U BPYYHYIO0, MOTYT OTJIMYAThCA.

=  LoB (npenen 6;1anka):
0,91 mxmons/1 (0,46 MKr/mMi)

= LoD (npenen o0Hapy:keHus1):
1,30 mxmons/n (0,65 MKr/min)

= LoQ (mpeaeJ KOJH4ECTBEHHOTO ONPeIeIeH s ):
4 MKMOIB/JT (2 MKT/MIT)

= JluHelHOCTh:
10 146 Mxmoub/n (73 MKr/mit)

Jlns onpenenenust 6ojee BBHICOKMX KOHLEHTpaLui oOpaser
cnenyer paszsectd 0,9% NaCl, mOBTOpUTBH ompeseneHue
u HOHY‘{CHHBlf/‘I Ppe3yapTaT YMHOXHTH Ha KO3q)q)HHHCHT
pa3BeCHUS.

= CrneunduyHocts / UHTepdepeHunn

Temornooun no 0,5 r/mn, Owumpyoun mo 50 wmr/mm,
ackopOuHOBast kuciota a0 50 MI/AT U TPUNIHLEPHIbI
110 750 MI/1J1 He BIUSIIOT Ha Pe3yJIbTaThl ONPEAeICHHUIL.

= TouyHocTh

IToBTOpsieMocTL Cpennee SD Ccv
(mexy cepusamn) n =20 | [mMxmons/n] | [Mxmons/n] | [%]
ypoBeHs 1 27,68 0,42 1,52
YPOBEHb 2 100,61 1,24 1,23

BocnpousBoaumocts Cpennee SD CV
(130 s B genb) n =80 | [Mxmonw/n] | [Mxmons/a] | [%]
ypoBeHb 1 27,8 1,11 4,0
YpOBEHb 2 103,2 3,71 3,6

e CpaBHeHHe MeTOA

CpaBHeHHME pe3yJbTaTOB OINPEACICHUS OOLIMX JKETYHBIX
KHCJIOT, TIPOM3BEICHHBIX Ha aHanm3atopax Biolis 30i (y)
u BECKMAN COULTER AU680 (x) mns 61 obpa3uos
CBIBOPOTKH JJI0 CIE/IYIOIHE Pe3yIbTaThI:

y =0,9468 x + 0,3185 MKMOJIB/IT;

R =1,000 (R — k03 duLeHT KOppesium)

YTUJAU3ALUA OTXO10B
B cOOTBETCTBHH C JTOKATbHBIMH TPEOOBAHUAMHU.

PRESTIGE 24i LQ BILE ACIDS
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PRESTIGE 241 LQ BILE ACIDS

PROGRAM NA ANALIZATORY / APPLICATION for / AJANITAIMUSA nas:

e Prestige 24i, Biolis 24i

Item name ‘ 72 | Bile Acids |
Data information Calibration
Units [ pmoll | Type [ Linear
Decimals [2 | Standard
#1 * #4
Analysis #2 #5
Type RATE #3 #6
Main W.Lengthl 405
Sub W.Length2 700 Normal Range
Method Enzymatic Male Female
Low High Low High
Corr Serum 2.5 6.8 2.5 6.8
[ Inter | Urine
Y=[1.000 | X+ [ 0.000 | Plasma
CSF
Dialysis
Other
Item name | 72 | Bile Acids |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 35 50 | High | 3.000
Sample 3 | Sub
Reagentl 270 ul
Reagent2 90 Factor |Endpoint Limit |2.000
[Blank correction | | [Linear Check (%) 0
Third Mix. | OFF |  Dilution
R1 Blank | water-B | [ Diluent [ 100:Dil2
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 3.000 | First
Second Low
Third Low
Item name | 72 | Bile Acids |
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 4.9 170
Urine
Plasma
CSF
Dialysis
Other
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Item No. 72 Item Name | Bile Acids \ \ Optical
Data information Calibration
Units [ pmol/l | Type [ Linear1
Decimals |2 | Std sample conc.
Blank 0 #1 [ * [ #2
Analysis #3 #4 | | #5 \
Type RATE #6
Main Wave Length 405 nm
Sub Wave Length 700 nm
Method Enzymatic
Correlation
Slope Intercept
Y=1]1 X+ |0
Item No. 72 Item Name ‘ Bile Acids ‘ | Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 35 50
Kind Vol. Add Units Sub
Sample 2 5 ul
Reagent 1 250 10 ul Abs.Limit  Low High
Reagent 2 50 10 ul [3 | ~ [3
Blank value Correction value
Water Blank Blank correction
End Point Limit 2
Reaction Monit Linear Check (%)
0 Level Point [1
Span | 3 Prozone Check
Start End Limit (%)
Third mixing First
OFF Second Low
Item No. 72 Item Name \ Bile Acids | Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 2.5 6.8 2.5 6.8 Serum
Urine Urine
Plasma Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 72 Item Name | Bile Acids | Optical
Auto Rerun SW Auto Rerun Condition
OFF | (Absorbance)
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher \ OFF
. . Low High
First Dil - - o
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 2.9 150
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Di12
Other
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PRESTIGE 241 LQ BILE ACIDS
«  Biolis 30i
Ttem no 72 Itemname | TBA Specimen | SERUM OPTICAL
Data information Aspiration volume
UNITS [ umol/L | [ TYPE [ Double
DECIMALS | 2 |
SAMPLE REAGENT 1 REAGENT 2
Analysis [ VOL. (uL) 3 210 70
METHOD RATE method [ BOTTLE (ml)
Main Wave Length 405 nm
Sub Wave Length 700 nm ‘ FIRST DIL. | |
CORRELATION (Y=AX +B) Data processing read
A= [1 | START END
B= [ o | MAIN 34 52
SUB
Blank value
*WATER | °REAGENT | [ ABS LIMIT
\ 3 | TO 3
Calibration
TYPE | Linear 1 | Collection value
STABILITY | [ END POINT [ 25 |
[ LINEARITY CHECK (%) [0 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN |
LOW VARIATE |
Ttem No 72 Ttem Name TBA Specimen | SERUM | OPTICAL
Reference intervals Auto rerun
MALE FEMALE \ [ “ON [ °OFF |
LOW [ HIGH LOW | HIGH
2.5 6.8 2.5 | 6.8 Auto rerun range (conc.)
‘ Re | Value | Dil. | Re | Value ‘ Dil.
Panic range | 4 | | 146 ‘
MALE FEMALE
LOW | HIGH LOW I 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

PRESTIGE 24i LQ BILE ACIDS
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