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ACCENT-200 BILE ACIDS

Nr kat. 7-198 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stezenia catkowitych
kwasow zotciowych przeznaczony do wykonywania oznaczen
na automatycznych analizatorach: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, ACCENT 400
oraz ACCENT Neo200.

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

WPROWADZENIE

Kwasy zolciowe sa glownym produktem degradacji
endogennego cholesterolu powstatego w watrobie. Catkowite
kwasy zblciowe podlegaja przemianie materii w watrobie
i sa cennym wskaznikiem prawidlowej lub nieprawidlowej
czynno$ci watroby. Stezenie catkowitych kwasow zotciowych
w surowicy jest podwyzszone u pacjentdw z wirusowym
zapaleniem watroby, marskoscia watroby, nowotworami
watroby.

ZASADA METODY

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

3-a-dehydrogenaza

Tio-NAD  Tio-NADH

7

3-0-HSD
kwasy zolciowe <4————p 3-ketosteroidy

£\

NAD NADH

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 st¢zenia kwasow zotciowych.

ODCZYNNIKI

Sklad zestawu

1-Reagent 2x14,5ml
2-Reagent 2x5,4ml
Hlo$ci testow:

ACCENT-200 100
ACCENT-200 II GEN 90
ACCENT-220S 100
ACCENT S120 110
ACCENT MC240 110
ACCENT M320 110
BS 120 95

ACCENT-200 BILE ACIDS

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwato$¢ do daty waznosci podanej na opakowaniu.
Odczynniki przechowywane na pokladzie aparatu w 2-10°C
sg stabilne przez 6 tygodni.

Stezenia skladnikéw w zestawie

1-Reagent

Tio-NAD > 0,1 mmol
Bufor

2-Reagent

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

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

=  Unika¢ kontaktu ze skora i btonami $luzowymi.

= Zotty lub zottobrazowy kolor odczynnika nie wptywa
na wynik oznaczenia.

= Nie wolno miesza¢ odczynnikow pochodzacych
z roznych serii.

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

MATERIAL BIOLOGICZNY

Surowica.

Stezenie  catkowitych  kwasow  zolciowych — wzrasta
po spozyciu positkow, w zwiazku 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 wykonywa¢ badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

Do wykonania proby zerowej nalezy uzywa¢ wody
dejonizowane;j.

WARTOSCI PRAWIDLOWE 3

Do kalibracji analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320 nalezy stosowac
CORMAY BILE ACIDS CALIBRATOR (Nr kat. 3-125).
Jako kalibratora 0 nalezy uzywa¢ wody dejonizowanej.
Krzywa kalibracyjna powinna by¢ sporzadzana co 6 tygodni,
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. jesli wartosci oznaczenia surowic  kontrolnych
nie mieszcza si¢ W wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatorow
automatycznych: ACCENT-220S i ACCENT MC240.
W przypadku przeprowadzenia oznaczenia na innym
analizatorze lub manualnie otrzymane wyniki mogg rézni¢ si¢
od podanych.

= Czulo$é¢
0,38 pmol/1 (0,19 pg/ml) — ACCENT-220S
0,70 pmol/1 (0,35 pg/ml) — ACCENT MC240

= Liniowos$é
do 150 pmol/l (75 pg/ml) - ACCENT-220S
do 130 umol/I (65 pg/ml) — ACCENT MC240

Dla  wyzszych  stezen probke nalezy rozcienczyé
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspdtczynnik rozciefczenia.

=  Specyficzno$¢ / Interferencje
Hemoglobina do 0,5 g/dl, bilirubina do 50 mg/dl,
kwas askorbinowy do 50 mg/dl i triglicerydy do 750 mg/dl
nie wptywaja na wyniki oznaczenia.

= Precyzja

Powtarzalnos¢ Srednia SD (0%

(run to run) [umol/1] | [umol/1] | [%]
ACCENT 2208 poziom 1 31,46 0,30 0,95
n=10 poziom 2 90,27 0,74 0,82
ACCENT MC240 | poziom I 30,44 0,18 0,59
n=20 poziom 2 97,43 1,08 1,11
Odtwarzalnos$é¢ Srednia SD (6%

(day to day) [umol/1] | [umol/1] | [%]
ACCENT 2208 poziom 1 28,00 0,59 2,10
n=10 poziom 2 94,46 2,02 2,14
ACCENT MC240 | poziom I 30,2 1,34 4.4
n=80 poziom 2 99,5 3,86 3,9

surowica | 2,5-6,8 umol/l (1,25 — 3,4 pg/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 dotacza¢ surowice kontrolne: CORMAY
BILE ACIDS CONTROLS (Nr kat. 5-149).

Do kalibracji analizatora automatycznego BS-120, nalezy
stosowa¢ CORMAY BILE ACIDS CALIBRATOR (Nr kat.
3-125).
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= Poréwnanie metody

Porownanie wynikow oznaczeh kwaséw  zblciowych,
wykonanych na ACCENT-220S (y) i na BS-800 (x)
z uzyciem 47 probek, dato nastepujace wyniki:

y=1,0161 x + 0,1825 pmol/l;

R =0,999 (R — wspotczynnik korelacji)

Porownanie wynikoéw  oznaczen kwaséw  zolciowych,
wykonanych na ACCENT MC240 (y) i na ADVIA 1800 (x)
z uzyciem 40 probek surowicy, dato nastgpujace wyniki:
y=0,9475 x — 0,3129 pmol/l;

R=10,999 (R — wspotezynnik korelacji)

ACCENT-200 BILE ACIDS

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowiazujacymi przepisami.
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Cat. No 7-198 (EN)

INTENDED USE

Diagnostic kit for determination of total bile acids
concentration used in automatic analysers ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, ACCENT 400
and ACCENT Neo200.

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

INTRODUCTION

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

3-0-HSD
bile acids €——  » 3-ketosteroids

S/AAN

NAD NADH

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

REAGENTS

Package

1-Reagent 2x14.5ml
2-Reagent 2x54ml

The reagents, stored at 2-8°C are stable up to expiry date
printed on the package The reagents stored on board
of the analyser at 2-10°C are stable for 6 weeks.

Concentrations in the test
1-Reagent

Thio-NAD

Buffer

2-Reagent

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

> (.1 mmol

ACCENT-200 BILE ACIDS

Warnings and notes

= Protect from direct sunlight and avoid contamination!

= Avoid contact with skin and mucous membranes.

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

= Do not interchange reagents from different lot numbers.

= 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 for a 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.
Deionised water is recommended as a reagent blank.

REFERENCE VALUES ?

| serum 2.5-6.8 umol/l (1.25 — 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
the CORMAY BILE ACIDS CONTROLS (Cat. No 5-149)
with each batch of samples.

For the calibration of automatic analyser BS-120
the CORMAY BILE ACIDS CALIBRATOR (Cat. No 3-125)
is recommended.

For the calibration of automatic analysers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320 the CORMAY BILE
ACIDS CALIBRATOR (Cat. No 3-125) is recommended.
Deionised water should be used as a calibrator 0.

The calibration curve should be prepared every 6 weeks
with change of reagent lot number or as required e.g. quality
control findings outside the specified range.

PERFORMANCE CHARACTERISTICS

The following results have been obtained using automatic
analysers: ACCENT-220S and ACCENT MC240. Results
may vary if a different instrument or a manual procedure is
used.

=  Sensitivity
0.38 umol/1 (0.19 pg/ml) — ACCENT-220S
0.70 pmol/1 (0.35 pg/ml) — ACCENT-MC240

=  Linearity
up to 150 umol/l (75 pg/ml) - ACCENT-220S
up to 130 pmol/l (65 pg/ml) — ACCENT MC240
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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 Mean SD Ccv

(run to run) [umol/1] | [umol/1] | [%]
ACCENT 2208 level 1 31.46 0.30 0.95
n=10 level 2 90.27 0.74 0.82
ACCENT MC240 | level 1 30.44 0.18 0.59
n=20 level 2 97.43 1.08 1.11
Reproducibility Mean SD Ccv

(day to day [umol/1] | [umol/1] | [%]
ACCENT 2208 level 1 28.00 0.59 2.10
n=10 level 2 94.46 2.02 2.14
ACCENT MC240 | level 1 30.2 1.34 4.4
n=80 level 2 99.5 3.86 39

= Method comparison

A comparison between bile acids values determined
at ACCENT-220S (y) and at BS-800 (x) using 47 samples
gave following results:

y=1.0161 x + 0.1825 pmol/l;

R =0.999 (R — correlation coefficient)

A comparison between bile acids values determined
at ACCENT MC240 (y) and at ADVIA 1800 (x) using
40 samples gave following results:

y=0.9475 x — 0.3129 pmol/l;

R=0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 BILE ACIDS

LITERATURE

1. LaRusso, N.F. et al, Dynamics of Enterohepatic
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3. Wu, Alan H.B. Tietz Clinical Guide to Laboratory Tests.
4th ed. St. Louis, MO: Saunders/Elsevier, 2006. 170-171.

4. Dembinska-Kie¢ A., Naskalski J.W.: Diagnostyka
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Ne kat. 7-198 (RUS)

MPEANOJIATAEMOE UCIIOJIb30BAHUE
JIMarHOCTHYECKNi HAaOOp JUIA ONpEneTeHHs KOHICHTPAIHU
o0IHx JKETYHBIX KHCIIOT. HaGop NpeHa3HAueH
JUIS  WCTIONBb30BAaHHSA HA AaBTOMATHYECKMX —aHAIHM3aTOpax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120,
ACCENT 400 1 ACCENT Neo0200.

PeareHThl HOJDKHBI HCHOJIB30BATHCS TONBKO JUIs JUATHOCTUKU
in vitro, KBaIM(QUIMPOBAHHBIM JAaOOPaTOPHBIM IEPCOHATOM,
B esx, prouvs KOTOPBIX OHH TIpeIHa3HA4YCHBI,
B COOTBETCTBYIOIIHX J1A00PATOPHBIX YCIOBHSX.

BBEJIEHUE

JKemuHbple KHCIOTHI — 3TO TJIABHBINA TIPOAYKT ACTpaganuu
SHJIOTEHHOTO  XOJECTEepUHA, OOpa3yIOIUHCs B  IEYCHH.
JKemuHbIe KUCIOTHI METaOOMM3UPYIOTCS B TIEUCHH U SBIAIOTCS
LEHHBIM II0Ka3aTeleM HOPMalbHOM 100 abGHOpMalbHOU
¢dynknuy nedeHu. IoBbIlIeHHE yPOBHS OOIIMX JKETYHBIX
KHCJIOT B CBIBOPOTKE ITOBBINICHO Yy IMAIIMEHTOB C BHPYCHBIMH
renaTHTaMH, UPPO30M H PAKOM HEUCHU.

MNPUHIUII METOJA
DH3UMaTHYECKUi METOJT c
neruaporenasoii (3-a-HSD).
JKemunble  kucioTel  mox  Bo3jgedcrBueM  3-0-HSD
B mpucyTcTBHH THO-NAD mpeBpamarTcs B 3-KETOCTEPOUIBI
u TtHo-NADH. Peakumss ob6patuma u 3-a-HSD wmoxer
obpamare 3-kerocreponabl ¥ THO-NADH B kemuHble
kucnotsl 1 NAD.

3-0-THAPOKCUCTEPON]T

Tuo -NAD  Tuo -NADH

\

3-a-HSD
JKEITIHBIC KHCIOTI €%  3-KeTOCTepOH /bl

£

NAD NADH

Ckopocts obpasoBanus THO-NADH Moxer ObITh H3MepeHa
no pocty ancopOrmu Ha 405 HM U TIPSAMO MPOHOPIHOHATBHA
KOHLICHTPAUU KEITYHBIX KUCIIOT B np06e.

PEATEHTBI

CocraB HaGopa

1-Reagent 2x 14,5 Mn

2-Reagent 2x5,4 M1

IIpu  Temneparype 2-8°C peareHThl  COXpaHAIT

CTaOWIBHOCTD

B TCUCHHUE BCETO CPOKA T'OAHOCTH, YKA3aHHOTO Ha YIAKOBKE.
CrabunbHoCTh Ha OOpTY aHanmM3aTopa HpU TeMIepaType
2-10°C cocraBnsieT 6 HE/leIb.

ACCENT-200 BILE ACIDS

KonueHTpanusi KOMIOHEHTOB B peareHTax
1-Reagent

Tuo-NAD

Bydep

2-Reagent

3-0-HSD >2 kE/n
NADH > 0,1 MMOIB/TT
Bydep

> 0,1 MMOJIB/IT

IIpenocTepeskenns: 1 NPUMeYAHHUS

= [IpenoxpaHsaTh OT 3arpA3HEHUH U NpsiMOro cBera!

= l30erarb  HporiaThiBaHMsA, KOHTaKTa C  KOXeil
U CIM3UCTHIMA 000JIOUKAMH.

- He cmemmBats PCAKTHUBBI U3 PAa3HBIX CCpHﬁ.

=  EcTecTBeHHBIH KeNTOBATHIA UM KOPHYHEBATBIH OTTEHOK
peareHTa He BIMSET Ha Pe3yNIbTaThl ONPEACIICHHIL.

= [IpoObl MAaLMEHTOB, MPUHUMAIOIINX YPCOICOKCUXOIEBYIO
KHCIOTY HE NPHTOJIHBI JUIi ONpeNeNeHUs OOImX
JKCJIYHBIX KHCJIOT.

BUOJIOT'MYECKUA MATEPUAJT

ChIBOpOTKA.

KoHIeHTpamus oOMUX KETYHBIX KHCIOT BO3PACTaeT IMocie
elbl, B CBSI3M C OSTUM IpoObI clienyeT OpaTb HAaTOLIAK.
CBIBOPOTKA MOXKET XpaHUTHCS 10 7 aueil npu Temir. 4°C mu6o
3 mecsma npu Tem. - 20°C.

TeM He MeHee PEKOMEHIYEeTCs MPOU3BOAUTH HCCIICIOBAHUS
Ha CBEKEB3TOM OHOIOTHYECKOM MaTepHare!

IMPOLEIYPA OIPEJEJIEHUS

1-Reagent u 2-Reagent roTOBBI K HCIIOJIb30BAHUIO.

B KkauectBe OJaHK-pearcHTa PEKOMEHIYETCS MCIOJIb30BaTh
JIEHOHU30BaHHYIO BOZY.

PE®EPEHTHBIE BEJIMYUHBDI 3

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

Kaxnoit  maGopaTopuu  pekoMeHmyercs  pa3paboTaThb
cOOCTBEHHbIE HOPMBI, XapakTepHble Uil  00C/IeryeMoro
KOHTHHICHTA.

KOHTPO.JIb KAYECTBA

Jlns  BHYTpPEHHETro KOHTpOJIsS KauecTBa PEKOMEHIYeTCs
HCTIONB30BaTh KOHTponbHEIE CchiBopoTkn CORMAY BILE
ACIDS CONTROLS (Kar. Ne 5-149) st xaxmoil cepun
HM3MEpEHUH.

Jlnist kanuOpOBKM aBTOMATHYECKOro aHanusatopa BS-120
pekomennyercsi ucnons3zoBate  CORMAY BILE ACIDS
CALIBRATOR (Kat. Ne 3-125).

Jons KaJInOPOBKH aBTOMATHYECKUX aHAJIN3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320
pexomenayercs ucnomb3oBaTb  CORMAY BILE ACIDS
CALIBRATOR (Kar. Ne 3-125). B xauectBe 0-kanubGparopa
PEKOMEHYETCS UCIIOJIB30BaTh JEHOHU30BAHHYIO BOIY.
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KammbpoBouHylo KpHBYIO CIEIyeT COCTaBIATh KaxKIble
6 Helenb, IPHU KaKIOH CMEHE JIOTa PEarcHTOB M B ClIydae
HEOOXOMMMOCTH, HAalp. €CIIH PEe3yNbTaThl ONPE/ETCHHS
KOHTPOJIBHBIX CBIBOPOTOK HE MONAaJal0T B pedepeHTHbIi
JIMAITa30H.

XAPAKTEPUCTHUKH ONIPEAEJIEHUS

3TI/I MECTPOJIOTHYICCKHE XapPaKTCPUCTHKH 6BIJ'[1/I TIOTY4CHBI
npu HCNOJIb30BAHUHN ABTOMATHYECKHUX AHAJIA3aTOPOB!
ACCENT-220S u ACCENT MC240. Pe3ynbTaTsl,
TIOTYYCHHBIE Ha APYTHX aHaIu3aTopax W BPYYHYIO, MOTYT
OTJIMYATHCS.

®  YyBCTBHTEILHOCTD:
0,38 Mrmors/ (0,19 mir / mit) — ACCENT-220S
0,70 mxmors/1 (0,35 mxr / m1) — ACCENT MC240

= JluHeiiHocTh
10 150 Mxmonw/it (75 mxr / mir) — ACCENT-220S
110 130 Mxmons/n (65 Mxr / mir) — ACCENT MC240

Jlnst onpeneneHnst 6ojiee BBICOKMX KOHIEHTpAIHii obpaser
cneqyer paszsectn 0,9% NaCl, moBTOpHTH oOmpeaeneHue
W TIONYYCHHBIH pE3y/lbTaT YMHOXHTh Ha KOd(pOHUIHEHT
pa3BeCHUS.

= Cnenuduynocts / UnTepdepenuun

Temorno6un gm0 0,5 r/mn, OwwmpyOun mo 50 wmr/m,
ackopOuHOBast Kucinota 10 50 MI/IUI M TPULIHLEPUIBI
110 750 MI/1J1 He BIUSIIOT HA Pe3yJIbTaThl ONPEAEICHHI.

= TouHocTh

TloBTOpsiEMOCTH Cpennee SD CvV
(MEKITy cepuAMH) [MrMoB/TT] [MKMoIB/1] [%]
ACCENT - ypoBeHb 1 31,46 0,30 0,95
220S n=10 ypoBeHb 2 90,27 0,74 0,82
ACCENT ypoBeHs 1 30,44 0,18 0,59
MC240 n=20 | ypoBeHb 2 97,43 1,08 1,11
BocnpouspoaumocTh Cpennee SD CvV
(30 JHA B JICHb) [MrMoB/TT] [MKMoIB/1] [%]
ACCENT - ypoBeHb 1 28,00 0,59 2,10
220S n=10 ypoBeHb 2 94,46 2,02 2,14
ACCENT ypoBeHs 1 30,2 1,34 4.4
MC240 n=80 | ypoBeHb 2 99,5 3,86 3,9

= CpaBHeHHe MeTO/1a

CpaBHeHHE DPe3yIbTaTOB ONpPENENCHHs OOIIMX IKETIHBIX
KHCJIOT, Tpou3BeieHHbIX Ha anaiu3atopax ACCENT-220S8
(y) u BS-800 (x) mist 47 00pasumoB [ano cCiexylomue
Ppe3yTbTaThI:

y=1,0161 x + 0,1825 MkMOIIB/11;

R=0,999 (R — K02 HHLIHEHT KOPPEISIH)

CpaBHeHHE DPe3yIbTaTOB ONpPENENCHHs OOIIMX IKETIHBIX
KHUCIIOT, NPOM3BeAeHHBIX Ha aHanmm3aTopax ACCENT MC240
(y) u ADVIA 1800 (x) mis 40 o6pa3ioB jajio cienyromune
Ppe3yIbTaThI:

y=0,9475 x - 0,3129 MxMoIB/1T;

R=0,999 (R — K03 HHUIMEHT KOPPETAIIH)

YTUIU3ALIUSA OTXO0B
B coOTBETCTBHH C JIOKATbHBIMU TPEOOBAHUSMH.

ACCENT-200 BILE ACIDS
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ACCENT-200 BILE ACIDS

PROGRAM NA ANALIZATOR / APPLICATION for / ATATITAIIUS posi:

e ACCENT-200

e ACCENT-2208

e ACCENT S120

Parameters Parameters

Test Name Bile Acids R1 240 Test Bile Acids R1 240

Test No 77 R2 80 No 77 R2 80

Full Name Bile Acids Sample Volume 3 Full Name Bile Acids Sample Volume 3

Reference No | 77 R1 Blank Standard No | 77 R1 Blank

Analy. Type | Kinetic Mixed Reag. Blank Reac. Type Kinetic Mixed Rtg. Blank

Pri. Wave. 405 nm Concentration 57 130 Pri. Wave. 405 nm Linearity Range 0.38 | 150

Secon. Wave. | 670 nm Linearity Limit 0.2 Sec. Wave. 670 nm Linearity Limit 0.2

Trend Ascending Substrate Limit Direction Increase Substrate Limit

Reac. Time 4 J12 Factor Reac. Time 2 |16 Factor

Incuba. Time | 10 D Prozone check Incuba. Time | 10 D Prozone check

Unit umol/l Unit pmol/l

Precision 0.01 ql l:l q2 I:l q3 l:l q4 |:| Precision 0.01 ql I:l q2 I:l q3 |:| q4 I:l
PC | | Abs]| | PC | | Abs]| |

Calibration Rule Calibration Rule

Rule Two-point Linear Rule Two-point Linear

Sensitivity 0 Sensitivity 1

Replicates 3 Replicates 3

Interval (day) 42 Interval (day) 42

Difference Limit 0 Difference Limit 0

SD 0 SD 0

Blank Response 0500000 Blank Response 0 [50000

Error Limit 0 Error Limit 0

Coefficient 0 Coefficient 0

e ACCENT-200 II GEN e BS-120

Parameters Parameters

Test Name Bile Acids R1 270 Test Bile Acids R1 270

Test No 77 R2 90 No 77 R2 90

Full Name Bile Acids Sample Volume 3 Full Name Bile Acids Sample Volume 3

Reference No | 77 R1 Blank Standard No | 77 R1 Blank

Analy. Type | Kinetic Mixed Reag. Blank Reac. Type Fixed-time Mixed Rtg. Blank

Pri. Wave. 405 nm Concentration 1.3 120 Pri. Wave. 405 nm Linearity Range 3.7 130

Secon. Wave. | 670 nm Linearity Limit 0.2 Sec. Wave. 630 nm Linearity Limit

Trend Ascending Substrate Limit Direction Increase Substrate Limit

Reac. Time 4 [16 Factor Reac. Time 10718 Factor

Incuba. Time |10 D Prozone check Incuba. Time |16 D Prozone check

Unit pumol/l Unit pumol/l

Precision 0.01 al [ Jee [ Ja3 Ja4[ ] Precision 0.01 ot [ Jee [ Ja3[ Ja4[ ]
PC | | Abs| | PC | | Abs| |

Calibration Rule

Rule Two-point Linear
Sensitivity 0

Replicates 3

Interval (day) 42

Difference Limit 0

SD 0

Blank Response 0 500000
Error Limit 0

Coefficient 0

ACCENT-200 BILE ACIDS

Calibration Rule

Rule One-point Linear

Sensitivity

Replicates 3

Interval (day)

Difference Limit

SD

Blank Response

0 [50000

Error Limit

Coefficient

51_03_03_017_06
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Chem [ BILE ACIDS ] No.[ 077 ] Sample Type
Chemistry [ BILE ACIDS | Print name
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [405 nm | Sec Wave
Unit [ umol/L ] Decimal
Incubation Time
Blank Time [ ] [ ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard | 25 ] uL [ JuL | | uL RI uL
Decreased |[ 2.5 | uL [ 20 JuL [ 180 | uL R2 ulL
Increased | ] uL | JuL [ s
:] Sample Blank Auto Rerun
Linearity range (Standard) ] 0.7 ‘ l 144 [ Linearity Limit ‘ 0.2 |
Linearity Range (Decreased) \ ‘ ‘ [ Substrate Depletion ‘ 40000 |
Linearity Range (Increased) \ | ] Mixed Blank Abs [ -20000 | [40000_]
R1 Blank Abs [ -40000 | [ 40000 ] On-board Stability ] Day(s)
Blank Response [ -40000 | [ 40000 ] Reagent Alarm Limit l:]
Twin Chemistry [ | I:l Enzyme Linear Extension
]:I Prozone Check
oo 1 o [T vi [ JLC 1 o3[ | o4 [ | ove 101
os 1 o6 [ v3 [0 vral | pc2 | ] [ I —
|:| Sample Pretreatment I:I Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol l:| uL Pretreat Sample Vol :| ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point linear ] l:] Bottle Changed
Factor l:' Replicates I:l Lot Changed
I:] Cal Time
ACCEPTANCE LIMITS
Cal Time :l Hour
Slope Diff [ sp [ ]
Sensitivity l:| Repeatability
Deter Coeff [:l

ACCENT-200 BILE ACIDS

51_03_03_017_06

str. / page /ctp. 8/10




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

ACCENT-200 BILE ACIDS

e ACCENT MC240

e ACCENT M320

Chem [ BILE ACIDS ] No.[ 077 ] Sample Type [ SERUM
Chemistry [ BILE ACIDS | Print name [ BILE ACIDS
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [ 412 nm | Sec Wave
Unit [ umol/L | Decimal
Incubation Time
Blank Time | | | | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 2.5 uL uL uL R1 uL
Decreased | 25 | uL | 20 JuL | 180 | uL R2 uL
Increased | ] uL | JuL | s
I:l Sample Blank Auto Rerun
Linearity range (Standard) | 0.6 | | 129 | Linearity Limit ‘ |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) I ] I Mixed Blank Abs [ 35000 ] [_35000 ]
RIBlank Abs [ 35000 ] [ 35000 ] On-board Stability ] Dav(s)
Blank Response | -35000 ] [ 35000 ] Reagent Alarm Limit l:|
Twin Chemistry [ ] l:l Enzyme Linear Extension
Prozone Check
oo [ 1 o2 [T vi [_JL 1 o3[ ] 04 | | v 1 [
os 1 o6 [ 1 v3 [_J[C_7Jerc | ] pc2 | \ 101

1 Sample Pretreatment

I:l Control Pretreatment

[ Calibrator Pretreatment
Pretreat Sample Vol |:| ulL Pretreat Sample Vol :’ ulL

Chem [ BILE ACIDS | No.[ 077 ] Sample Type
Chemistry [ BILE ACIDS | Print name
Reaction Type | Kinetic ] Reaction Direction
Pri Wave [412 nm | Sec Wave
Unit [ umol/L ] Decimal
Incubation Time
Blank Time | ] [ | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard l_zps—| uL !_P—| uL RI uL
Decreased | 25 ] uL | 20 JuL | 180 | uL R2 uL
Increased [ | uL | JuL | ] uL
I:| Sample Blank Auto Rerun
Linearity range (Standard) | 0.7 | ‘ 130 | Linearity Limit | 0.2 |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ 35000 |
Linearity Range (Increased) [ ] | Mixed Blank Abs [ -35000 | [35000 ]
R1 Blank Abs [__-35000 | [ 35000 ] On-board Stability ] Day(s)
Blank Response [ ___-35000 | [ 35000 | Reagent Alarm Limit [ |
Twin Chemistry [ ] :l Enzyme Linear Extension
I:l Prozone Check
oo 1 o [ vi [ JLCJ o[ ] o4 | | v [ [
os 1 o6 [ v3 [JL[Cerc | | pc2 | | [ iy B
:l Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol I:] ulL Pretreat Sample Vol :l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point linear | |:| Bottle Changed
Factor l:l Replicates :l Lot Changed
[ ]cCalTime
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slope Diff [ ] sp [ ]
Sensitivity I:l Repeatability
Deter Coeff I:'

CALIBRATION SETTINGS AUTO CALIBRATION

Math model [ Two-point linear ] I:' Bottle Changed

Factor I:] Replicates I:l Lot Changed
[ Cal Time

ACCEPTANCE LIMITS

Cal Time I:I Hour

Slove Diff [ so [

Sensitivity |: Repeatability

Deter Coeff [ |

ACCENT-200 BILE ACIDS
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