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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia triglicerydow,
przeznaczony do wykonywania oznaczefi 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

Triglicerydy sa estrami glicerolu i trzech czasteczek kwasow
thuszczowych. Triglicerydy sa dostarczane z pozywieniem
lub syntetyzowane endogennie w watrobie. Zmagazynowane
w tkance tluszczowej stanowia Ww organizmie rezerweg
energetyczng. Podwyzszony poziom  triglicerydow jest
czynnikiem ryzyka miazdzycy. Oznaczenie poziomu
triglicerydow  jest wykorzystywane do diagnozowania
i leczenia hiperlipidemii oraz oceny zaawansowania zmian
miazdzycowych.

ZASADA METODY

Kolorymetryczna metoda enzymatyczna z  oksydaza
glicerofosforanowa.

trigliceryd + H2O — Py glicerol + 3 kwasy tluszczowe

glicerol + ATP  —8X p L-a-3-fosfoglicerol + ADP
L-a-3-fosfoglicerol + 02 —SEO y, fosfo-dihydroksyaceton + 2H20»
2H>0; + 4-AA + 4-chlorofenol —P92__y, chinonoimina + 4H>0

Intensywno$¢  zabarwienia jest wprost proporcjonalna
do stezenia triglicerydow.

ODCZYNNIKI
Sklad zestawu

1-Reagent 6x 31 ml

Tlosci testow

ACCENT-200 550
ACCENT-200 II GEN 550
ACCENT-2208 550
ACCENT S120 820
ACCENT MC240 910
ACCENT M320 820
BS-120 550

Odczynnik przechowywany w temp. 2-8°C zachowuje
trwalo§¢ do daty waznosci podanej na opakowaniu
Odczynniki przechowywane na poktadzie aparatu w 2-10°C
sg stabilne przez 7 tygodni (ACCENT-200) lub 12 tygodni
(ACCENT M320).

ACCENT-200 TG mono

Stezenia skladnikéw w zestawie

bufor TRIS (pH 8,0) 200 mmol/1
4-aminoantypiryna (4-AA) < 0,4 mmol/1
ATP < 1,5 mmol/l
Mgt < 1,6 mmol/l
4-chlorofenol < 2,5 mmol/l
chloramfenikol 1,6 mmol/l
heksacyjanozelazian(II) potasu <1 mmol/l
FAD-2Na <1 mmol/l
kinaza glicerolowa (GK) ~2500 U/l
oksydaza glicerofosforanowa (GPO) ~2500 U/l
peroksydaza (POD) ~1900 U/l
lipaza lipoproteinowa (LPL) ~2000 U/l

detergenty, konserwanty

Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Nalezy zapozna¢ si¢ z Karta Charakterystyki (MSDS),
ktora zawiera szczegétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na EDTA lub heparyne
(sol litowa, sodowa, lub amonowa) bez $ladow hemolizy.
Przed pobraniem krwi pacjent powinien zachowa¢ $cista dietg
(min. 12 godzin). Wskazane jest przyje¢cie przez pacjenta
pozycji siedzacej (ok. 30 min.) Do badan nalezy pobra¢
krew zylna.

Wiyniki stgzen triglicerydow dla osocza sa nizsze o ok. 2-4%
w poréwnaniu do wynikow uzyskiwanych dla surowic.
Surowica i osocze moga by¢ przechowywane do 3 dni
w temp. 2-8°C lub do 3 miesigcy w -20°C.

Jednak polecamy wykonywac badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent jest gotowy do uzycia.

Do wykonania proby zerowej nalezy uzywal wody
dejonizowane;j.

Dla analizatorow ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S oraz BS-120 przy kazdej kalibracji nalezy
wyznaczy¢ tto odczynnikowe (Reagent Blank). Do wykonania
$lepej proby odczynnikowej nalezy uzy¢ wody dejonizowane;j.
Zlecajac  kalibracjg nalezy zaznaczy¢ typ zadania:
Kalib+Pust.Odcz.

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
oraz BS-120, moze wystapi¢, wplywajacy na wyniki
oznaczen, efekt przeniesienia pomiedzy odczynnikami: TG
mono - LIPASE, HDL DIRECT II GEN — TG mono, LDL
DIRECT II GEN — TG mono, URINE PROTEINS II GEN —
TG mono.
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W celu uniknigcia tego efektu nalezy zastosowaé sig¢
do zalecen zawartych w instrukcji: 51_03 24 001 _ACCENT-
200_CARRYOVER.

WARTOSCI PRAWIDLOWE ’

<150 mg/dl

surowica, osocze
? <1,7 mmol/l

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresow ~ wartosci  prawidtowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

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

Do kalibracji analizatorow automatycznych: ACCENT-200,
ACCENT-200 IT GEN, BS-120, nalezy stosowa¢ CORMAY
MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176)
lub LEVEL 2 (Nr kat. 5-175; 5-177).

Do kalibracji analizatorow automatycznych ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320 nalezy
stosowa¢ CORMAY MULTICALIBRATOR LEVEL 1
(Nr kat. 5-174; 5-176) i LEVEL 2 (Nr kat. 5-175; 5-177).
Jako kalibratora 0 nalezy uzywaé wody dejonizowanej.
Krzywa kalibracyjna powinna by¢ sporzadzana co 10 tygodni
(ACCENT-200) 1lub 12 tygodni (ACCENT M320),
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. jesli wartoSci oznaczenia surowic kontrolnych nie
mieszczg si¢ w wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatorow
automatycznych: ACCENT-200 i ACCENT MC240.
W przypadku przeprowadzenia oznaczenia na innym
analizatorze lub manualnie otrzymane wyniki moga r6znic si¢
od podanych.

= Czulosé¢:
1,36 mg/dl (0,02 mmol/l) - ACCENT-200
4,00 mg/dl (0,05 mmol/l) - ACCENT MC240

= Liniowosé:
do 1300 mg/dl (14,7 mmol/l) - ACCENT-200
do 1460 mg/dl (16,5 mmol/l)— ACCENT MC240

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

=  Specyficzno$¢ / Interferencje

Hemoglobina do 0,31 g/dl, bilirubina do 8,6 mg/dl
i kwas askorbinowy do 31 mg/l nie wplywaja na wyniki
oznaczenia.

= Precyzja

Powtarzalnos$¢ Srednia SD CvV

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 | 82,77 0,47 0,57
n=20 poziom2 | 157,62 1,28 0,81
ACCENT MC240 | poziom 1 83,55 0,95 1,14
n=20 poziom2 | 178,94 2,39 1,34

ACCENT-200 TG mono

Odtwarzalnos$¢ Srednia SD (&\%

(day to day) [mg/dl] | [mg/dl] [%]
ACCENT-200 poziom 1 | 84,27 2,10 2,49
n=30 poziom 2 | 168,60 3,70 2,20
ACCENT MC240 | poziom 1 86,8 1,77 2,0
n= 80 poziom 2 189,3 3,82 2,0

=  Poréwnanie metody

Porownanie wynikow oznaczen triglicerydow, wykonanych
na ACCENT-200 (y) i na COBAS INTEGRA 400 (x),
z uzyciem 92 probek, dato nastepujace wyniki:

y =0,9833 x +4,4927 mg/dl;

R=0,997 (R — wspotczynnik korelacji)

Porownanie wynikow oznaczen triglicerydow, wykonanych
na ACCENT MC240 (y) i na ADVIA SIEMENS 1800 (x),
z uzyciem 60 probek surowicy, dato nastgpujace wyniki:
y=0,9242 x + 4,9586 mg/dl;

R=0,999 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit for determination of triglycerides concentration
intended to use in automatic analyzers: 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

Triglycerides are built of glycerol molecule esterified
with three fatty acids molecules. Triglycerides are delivered
with food or are synthesized endogenously in liver.
Triglycerides stored in adipose tissue constitute a reserve
of energy. Elevated triglycerides serum level is a risk factor
of atherosclerosis. Triglycerides measurement is useful
for hyperlipidemia diagnosis and treatment or for estimation
of atherosclerosis progression.

METHOD PRINCIPLE
Colorimetric, enzymatic method with glycerophosphate
oxidase.

triglycerides + HoO __ " | glycerol + fatty acids
glycerol + ATP —SK_p glycerol-3-phosphate + ADP

glycerol-3-phosphate+02 S0 ydihydroxy-acetone-phosphate + 2H>02

2H>0; + 4-AA + 4-chlorophenol__"°Py quinoneimine dye + 4H0

The colour intensity is proportional to the triglycerides
concentration.

REAGENTS
Package
1-Reagent 6x31 ml

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 7 weeks
(ACCENT-200) or 12 weeks (ACCENT M320).

Concentrations in the test

buffer TRIS (PH 8.0) 200 mmol/l
4-aminoantipyrine (4-AA) < 0.4 mmol/l
ATP < 1.5 mmol/l
Mg2* < 1.6 mmol/l
4-chlorophenol < 2.5 mmol/l
chlorophenicol 1.6 mmol/l
potassium hexacyanoferrate (II) <1 mmol/l
FAD-2Na <1 mmol/l
glycerol kinase (GK) ~2500 U/1
glycerol phosphate oxidase (GPO) ~2500 U/
peroxidase (POD) ~1900 U/l

ACCENT-200 TG mono

lipoprotein lipase (LPL) ~2000 U/l

detergents, preservatives

Warnings and notes

=  Protect from direct sunlight and avoid contamination!

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

SPECIMEN

Serum, EDTA or heparinized plasma (recommended: heparine
lithium, sodium or ammonium salt) free from hemolysis.
Blood should be collected only if the patient has been fasting
for minimum of 12 hours. Before blood collection patient
should stay in rest position for about 30 minutes. Venous
blood is recommended for triglycerides measurement.

Plasma triglycerides  values have been  reported
to be 2% to 4% lower than serum triglycerides values.

Serum and plasma can be stored up to 3 days at 2-8°C
or up to 3 months 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.

For analyzers: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S and BS-120 it is recommended to determine
the reagent blank during each calibration. Deionized water
should be used as reagent blank. When performing calibration,
the task type Calib+Rgt.BIk should be selected.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S and BS-120 there is
a probability of cross-contamination affecting the tests
results: TG mono - LIPASE, HDL DIRECT II GEN - TG
mono, LDL DIRECT II GEN - TG mono, URINE
PROTEINS II GEN — TG mono. To avoid this effect follow
the recommendations contained in the instruction
51_03_24 001_ACCENT-200_CARRYOVER.

REFERENCE VALUES’

For the calibration of automatic analysers ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320
the CORMAY MULTICALIBRATOR LEVEL 1 (Cat. No
5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177) are
recommended.

Deionised water should be used as a calibrator 0.

The calibration curve should be prepared every 10 weeks
(ACCCENT-200) or 12 weeks (ACCENT M320),
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-200 and ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

= Sensitivity
1.36 mg/dl (0.02 mmol/l) - ACCENT-200
4.00 mg/dl (0.05 mmol/l) - ACCENT MC240

= Linearity:
up to 1300 mg/dl (14.7 mmol/l) - ACCENT-200
up to 1460 mg/dl (16.5 mmol/l) - ACCENT MC240

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 0.31 g/dl, bilirubin up to 8.6 mg/dl

and ascorbate up to 31 mg/l do not interfere with the test.

= Precision

Repeatability Mean SD Ccv

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 82.77 0.47 0.57
n=20 level 2 157.62 1.28 0.81
ACCENT MC240 | level 1 83.55 0.95 1.14
n=20 level 2 178.94 2.39 1.34
Reproducibility Mean SD Ccv

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 84.27 2.10 2.49
n=20 level 2 168.60 3.70 2.20
ACCENT MC240 | level 1 86.8 1.77 2.0
n= 80 level 2 189.3 3.82 2.0

<150 mg/dl

serum, plasma <17 mmol/l

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

For the calibration of automatic analysers: ACCENT-200,
ACCENT-200 II GEN, BS-120, the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)
or LEVEL 2 (Cat. No 5-175; 5-177) is recommended.
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=  Method comparison

A comparison between triglycerides values determined
at ACCENT-200 (y) and at COBAS INTEGRA 400 (x)
using 92 samples gave following results:

y=0.9833 x + 4.4927 mg/dl;

R=0.997 (R — correlation coefficient)

A comparison between triglycerides values determined
at ACCENT MC240 (y) and at ADVIA SIEMENS 1800 (x)
using 60 serum samples gave following results:

y =0.9242 x + 4.9586 mg/dl;

R =0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 TG mono

51_03_03_060_03
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HNPEANOJATAEMOE UCITIOJIb30BAHUE
JInarHoCTHYECKNi HaOOp JUIA ONpeneNeHHs KOHICHTPAIU
TPUTITALEPUIOB, TIpeAHa3HAYCH I HCII0JIb30BaHUA
Ha  ABTOMATUYECKHX  OMOXMMHYECKHX  aHaIHM3aTopax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120,
ACCENT 400 u ACCENT Ne0200.

Pearentst JOJDKHBI MCITOJIB30BAThCS TOJBKO AJIs1 JUArHOCTUKH
in vitro, KBaIM(QUIMPOBAHHBIM JAaOOPaTOPHBIM IEPCOHATIOM,
B nesx, T KOTOPBIX OHH TIpeIHa3HA4YCHBI,
B COOTBETCTBYIOIIMX J1A00PATOPHBIX YCIOBHSX.

BBEJIEHHUE

Tp]/lFJ'IH]_ISpPUIBI — 9TO 3(1)1/[131)1 TIIMIOCPUHA U TPEX MOJICKYJT
SKMPHBIX KHCJIOT. TPHINIMLEPUAB MOCTYIAIOT B OPraHU3M
C MHUTaHHeM JMOO CHHTE3UPYIOTCS SHIOTCHHO B TECYEHU.
Tpuriuuepusasl, ACMOHHPYeMble B  JKHPOBOH  TKaHH,
COCTABIISIFOT YHEPIeTHYCCKHUI pe3epB opranu3mMa. I1oBbInIeHne
YPOBHsl  TPUINIMUEPHUIOB SBJISAETCA  IOKAs3aTelleM pHCKa
3aboneBanus arepockiepo3oM. OnpezeneHue CoaepKaHus
YPOBHS TPUTIHLEPUIOB HCIIONB3YETCS
NpH  JUMAarHOCTHPOBAHWM ¥ JICYCHHH THUIICPIMINICMHH,
a TAaKXE OIEHKH IPOrpeCCHPOBAHHUA aATEPOCKIICPOTHICCKUX
HU3MEHEHUH.

MNPUHIUITI METOJA
Merton KOJIOPUMETPUYECKHIA,
¢ rauuepodochaT-oKkcHIa30M.

IH3UMATUYECKUI

tpurianuepus + H2O My, pruynepus + 3-KnpHbIE KHCTOTHI

rmnuepus + AT® _K o rmurepon-3-docar + AJID

rﬂnuepm-3-d)ocd)aﬁO&ummapoKcu-auem-(bocd)aﬂ 2H>0>

2H20:2 + 4-AA + 4-xn0opdeHon % xuHouMuH + 4 H20

HHTeHCHBHOCTD OKpacKu psIMO MPONOPLHOHAIBHA
KOHIEHTPAILN TPUTTIHIIEPUIOB.

PEATEHTbI
CocraB Habopa
1-Reagent 6x 31 M

ITpu temneparype 2-8°C peareHTbl COXPaHsIOT CTAOUIBHOCTD
B TE€UCHHE BCCTO CPOKA TOAHOCTH, YKA3aHHOI'O Ha YITAaKOBKE.
CrabunpHocTh Ha Oopry aHammzaropa 1npu 2-10°C
cocraBmsier 7 Hemenb (ACCENT-200) wmm 12 Hemenb
(ACCENT M320).

KonueHTpauuu KOMIIOHEHTOB B peareHre

6ydep TRIS (pH 8,0) 200 MMoOIIB/IT
4-amMuHOAHTHUIHPHH (4-AA) < 0,4 MMoITB/TT
ATD < 1,5 Mmmomb/a
Mg2+ < 1,6 MMonb/1
4-xophenon < 2,5 MMOIIB/1T
XJI0paM(pEHUKOI 1,6 MMoOJIB/TT

ACCENT-200 TG mono

rexcaumanodeppar (II) kanus <1 MMOJIB/IT
(r1aBHHa ICHUHAMHYKICOTH A <1 svoss/n
HATpHEBast COIb

riaunepunkrHaza (GK) ~2500 En/n
riauuepodocdaroxcugaza (GPO) ~2500 Ex/n
nepokcunasa (POD) ~1900 Ex/n
nunonporennnunasa (LPL) ~2000 En/n

JIETEPTreHThI, KOHCEPBAHTHI

IpenocTepeskenns: H NPUMeYAHHUS

=  3ammmiarth OT Jydei cBeTa M 30eraTh KOHTAMUHAIH!

= DBHuMarenmbHO TPOYMTAlTE MAcHoOpT  OE30MacHOCTH
xumudeckoit npoxykiuun (MSDS), KoTOpblii comepuT
HoJpoOHyl0 HMHGOPMAIMIO O TIpaBHIaX Oe30MacHOro
XPaHEHUs ¥ UCIIOIb30BaHMUS TOBApa.

BUOJOTMYECKHIA MATEPHUAJI

CeiBopotka, DOJITA wnu  remapuHM3OBaHHAs — IulIa3Ma
(pCKOMGHHyCTCﬂ JINTHEBAsA, HATpUCBAsA WIH AMMOHUITHAST
conu) Oe3 ClIeIoB reMOoTn3a.

l_[CpC}Z[ B3ATHEM KPOBH TMANHCHT JO/DKCH TOJIoOAaTh Kak
MHUHUMYM B TeueHue 12 wyacoB. [lepen myHkiueil marueHt
JIOIDKEH OTIOXHYTh B PAacCIableHHOM 1o3e He MeHee 30 MHH.
)1;[9[ OIpeaeICHUA TPHTIALEPHUIOB HCO6XOL[I/IMO
HUCIIONIb30BaTh BEHO3HYIO KPOBb.

nOKaSaHO, YTO COACPKAHHUC TPUIIHLEPUIOB B IUIA3ME
Ha 2-4% H¥Ke, YeM B CHIBOPOTKE.

ChIBOPOTKAa M IUIa3Ma MOTYT XpaHHTbCS J0 3 JHei
npu temneparype 2-8°C nubo 1o 3 mecsues npu -20°C.

TeM He MeHee, PEKOMEHIYeTCsl IIPOM3BOIHUTD HCCIICIOBAHUS
Ha CBEXKEB3STOM OMOJIOTHYECKOM MaTepHae!

MPOLEAYPA OIIPEJEJEHUSA

1-Reagent roToB K HCHOJIB30BAHHUIO.

B KkauectBe OJaHK-peareHTa PEKOMEHIYeTCs MCIOJIb30BaTh
JIEHOHN30BaHHYIO BOTTY.

Jns ananmzaropos ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S n BS-120 pexomenayeTcs onpeaensTs OnaHK
peareHTa TpH Kaxaoil KkamuOpoBke. B kadectBe OiaHka
peareHTa cieyeT HCIONb30BaTh JCHOHH3HPOBAHHYIO BOIY.
[Ipu BeImONHEHNH KaTUOPOBKM CIEAYET BBIOPATh THII 3a1a4d
Calib + Rgt.Blk.

Heo0xonumbie nefcTBus:

ITpu BEMoONHEHNN aHanu30B Ha ananmmzartopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120 B0o3MOXHO
UCKaXCHHE Ppe3yIbTaToB AHAJN30B, BBI3BaHHOE
NEePEKPECTHLIM 3AarpA3HEHHEM MEXAy pearcHTamu: TG
mono - LIPASE, HDL DIRECT II GEN — TG mono, LDL
DIRECT II GEN — TG mono, URINE PROTEINS II GEN —
TG mono. Ytobbl usbexars storo sddexra, criemyiite
PEKOMEHIAIAM, coJiepKaIIMCs B HMHCTPYKIHH
51_03_24 001_ACCENT-200_ CARRYOVER.
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PE®EPEHTHBIE BEJIMYUHBI 7

<150 mr/mn

CBIBOPOTKA / TIIa3ma
< 1,7 MmMoab/1

Kaxnoit  nmaboparopum — pekoMeHayercs — pa3paboTaThb
COOCTBEHHBIE HOPMBI, XapaKTepHbIE JUIA 00ClIexyeMoro
KOHTHHI'CHTA.

KOHTPOJIb KAYUECTBA

Jlns  BHYTpEHHEro KOHTPOJII KauyecTBa PEKOMEHIYeTcs
HCII0NIB30BaTh KOHTpoJbHbIE cbiBOpoTkH CORMAY SERUM
HN (Kar. Ne 5-172) u CORMAY SERUM HP (Kar. Ne 5-173)
JUIS KaXKJI0H cepuu u3MepeHuii.

Jna KaJHOPOBKH aBTOMATHYECKHX aHaIN3aTOPOB:
ACCENT-200, ACCENT-200 II  GEN, BS-120,
peKOMeHIyeTCs HCIIOJIb30BATh CORMAY

MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174, 5-176)
wm LEVEL 2 (Kat.Ne 5-175, 5-177).

Jns KaauOpOBKH aBTOMAaTHYECKOT0 aHanu3aTopa
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320 pexomenayercss ucnoinszoBatb CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
n LEVEL 2 (Kar.Ne 5-175, 5-177).

B kauectBe 0-xkanubOpaTopa pEKOMEHAYETCsS HCIIONb30BaTh
JICHOHU30BaHHYIO BOJTY.

KamiOpoBouHyr0 KpUBYIO CJEIyeT COCTaBIATh KaXKable
10 vemens (ACCENT-200) mwm 12 venens (ACCENT M320),
NmpH  KaXIOH CMEHe JI0Ta peareHTa H B Cllydae
HEOOXOMMMOCTH, HAmp., €CIH Pe3yJbTaThl OHPEICICHUS
KOHTPOJIFHBIX CBIBOPOTOK HE MONAJal0T B pedepeHTHbIi
JMaIa30H.

XAPAKTEPUCTUKA OINPEJEJIEHUS

DTH METPOIOrHYECKUE XaPaKTEPUCTUKY OBLIN MOIyYEHBI IPH
HCIIOJTB30BaHUH ABTOMATHYECKUX aHAJTM3aTOPOB:
ACCENT-200 u ACCENT MC240. Pesymnbrartsl,
TONyYeHHbIE Ha JPYTMX aHAIN3aTOpaX M BPYYHYIO, MOTYT
OTJIHYATHCS.

*  YyBCTBUTEJILHOCTH
1,36 mr/mi (0,02 mmons/i) - ACCENT-200
4,00 mr/ma (0,05 mmoins/m) —ACCENT MC240

= JluHeiiHOCTH
10 1300 mr/mn (14,7 mmons/n) - ACCENT-200
10 1460 mr/mn (16,5 mmons/1) — ACCENT MC240

Ilpu Oonbluell KOHUEHTpaUuH, NPoOBI cieayer pa30aBUThH
0,9% NaCl B mponopiuu 1:4 ¥ TOBTOPHUTH OIpPEACICHHUS.
Pe3ynbTaT ciemyer yMHOKUTBTE Ha 5

= Cnenuduyunocts / UnTepdepenumnn

T'emorno6un no 0,31 r/mi1, OGwumpybun po 8,6 wmr/mn
H acKkopOWHOBas KHClHoTa 10 31 MI/m He BIHAIOT
Ha pe3yJIbTaThl U3MEPEHHH.

= TouHocTh

IoBTOpsieMocTh Cpennee SD Cv
(MeXIy CepUsMH) [mr/mn] | [mr/mn] | [%]
ACCENT-200 ypoBeHb 1 82,77 0,47 | 0,57
n=20 YpPOBEHB 2 157,62 1,28 0,81
ACCENT MC240 | yposens 1 83,55 0,95 1,14
n=20 yPOBeHb 2 178,94 2,39 | 1,34

ACCENT-200 TG mono

Bocnpoussoaumocts Cpenuee SD Ccv
(130 JTHSA B JICHB) [mr/mn] | [mr/mn] | [%]
ACCENT-200 ypoBeHsb 1 84,27 2,10 2,49
n=20 YpOBEHD 2 168,60 3,70 | 2,20
ACCENT MC240 | yposens 1 86,8 1,77 2,0
n= 80 YpOBEHb 2 189,3 3,82 2,0

= CpaBHeHHe MeTO/A

CpaBHEHHME pPe3yJbTaTOB  ONPENEICHHS TPUIIULEPHUIOB,
npou3BeleHHbIX Ha aHamuzatopax ACCENT-200 (y)
u COBAS INTEGRA 400 (x) 1t 92 npo6 gano ciaemyronue

PE3yIbTaThL:
y =0,9833 x + 4,4927 mr/am;
R=0,997 (R — K03 HHLHEHT KOPPEIISIIHH)

CpaBHEHHE pE3Y/IBTaTOB  ONPEACNEHUS  TPUIIIULEPUIOB,
npou3BeeHHbIX Ha ananm3atopax ACCENT MC240 (y)
u ADVIA SIEMENS 1800 (x) 11 60 mpo6 nano ciaemyroniue
Ppe3yIbTaThL:

y =0,9242 x + 4,9586 mr/a;

R =0,999 (R — K02 HHLHEHT KOPPEIISLIHH)

YTUJIA3ALUA OTXO/10B
B COOTBETCTBUM C JIOKAIBHBIMU TPEOOBAHHAMH.
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PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIMS pasi:

e ACCENT-200

Parameters

Test Name TG mono R1 300

Test No 75 R2

Full Name Triglycerides Sample Volume 3

mono

Reference No | 75 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 546 nm Concentration 1.36 | 1300

Secon. Wave. | 670 nm Linearity Limit

Trend Ascending Substrate Limit

Reac. Time 0 [30 Factor

Incuba. Time D Prozone check

Unit mg/dl

Precision 0.1 ql l:l q2 l:l q3 :l q4 l:l
PC | | Abs| |

Calibration Rule

Rule One-point Linear

Sensitivity 1

Replicates 3

Interval (day) 49

Difference Limit 0

SD 0

Blank Response [0 [ 50000

Error Limit 0

Coefticient 0

e ACCENT-200 II GEN

Parameters

Test Name TG mono R1 300

Test No 75 R2

Full Name Triglycerides Sample Volume 3

mono

Reference No | 75 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 546 nm Concentration 1.38 | 1100

Secon. Wave. | 670 nm Linearity Limit

Trend Ascending Substrate Limit

Reac. Time 0 [30 Factor

Incuba. Time D Prozone check

Unit mg/dl

Precision 0.1 ql l:l q2 I:l q3 :l q4 I:I
PC | | Abs]| |

Calibration Rule

Rule One-point Linear

Sensitivity 1

Replicates 3

Interval (day) 49

Difference Limit 0

SD 0

Blank Response 0 [50000

Error Limit 0

Coefticient 0

ACCENT-200 TG mono

e ACCENT-2208

Parameters
Test TG mono R1 300
No 75 R2
Full Name Triglycerides Sample Volume 3
mono
Standard No | 75 R1 Blank
Reac. Type Endpoint Mixed Rtg. Blank
Pri. Wave. 546 nm Linearity Range 2.6 | 1500
Sec. Wave. 670 nm Linearity Limit
Direction Increase Substrate Limit
Reac. Time 0 [30 Factor
Incuba. Time D Prozone check
Unit mg/dl
Precision Integer ql I:l q2 l:l q3 l:l q4 l:l
PC | | Abs| |
Calibration Rule
Rule Multi-point Linear
Sensitivity 1
Replicates 3
Interval (day) 49
Difference Limit 0
SD 0
Blank Response | 0 [ 50000
Error Limit 0
Coefficient 0
e BS-120
Parameters
Test TG mono R1 300
No 3 R2
Full Name Triglycerides | | Sample Volume 3
mono
Standard No | 3 R1 Blank
Reac. Type Endpoint Mixed Rtg. Blank
Pri. Wave. 546 nm Linearity Range 0.7 | 1400
Sec. Wave. 670 nm Linearity Limit
Direction Increase Substrate Limit
Reac. Time 0 [16 Factor
Incuba. Time D Prozone check
Unit mg/dl
Precision 0.1 ql I:l q2 I:l q3 |:| q4 I:l
PC | | Abs]| |
Calibration Rule
Rule One-point Linear
Sensitivity 1
Replicates 3
Interval (day) 0
Difference Limit 0
SD 0
Blank Response 0 [50000
Error Limit 0
Coefficient 0

51_03_03_060_03
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e ACCENT 8120

Chem [ TG MONO | No. [ 075 | Sample Type
Chemistry [ TG MONO | Print name
Reaction Type | Endpoint ] Reaction Direction
Pri Wave [ 546nm ] Sec Wave
Unit [ mg/dL | Decimal
Incubation Time II'
Blank Time | -3 | | -1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 3 uL uL uL R1 uL
Decreased | 3 ] uL [ 20 Jub [ 180 JuL R2[ JuL
Increased [ ] uL [ Jur | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) [ 41 | [ 1170 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ ] [ | Mixed Blank Abs [___-40000 | [ 40000 ]
R1 Blank Abs [___-40000 ] [_40000 ] On-board Stability | Day(s)
Blank Response [ -40000 | [ 40000 | Reagent Alarm Limit |:|
Twin Chemistry [ | [ Enzvme Linear Extension
:l Prozone Check
oo 1 o [C_—1 wvi CJC 7o 1 o4 [T v 71
os 1 oe [ v3 1T Jrer 1 pc2 [ (I iy
:l Sample Pretreatment :| Control Pretreatment I:' Calibrator Pretreatment
[ | Pretreat Sample Vol |:| ulL Pretreat Sample Vol :| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [Multi-point Linear ] l:| Bottle Changed
Factor |: Replicates |:| Lot Changed
I:l Cal Time
ACCEPTANCE LIMITS
Cal Time l:l Hour
Slove Diff ] sp [ ]
Sensitivity \:’ Repeatability
Deter Coeff [ ]

ACCENT-200 TG mono

51_03_03_060_03
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e ACCENT MC240

e ACCENT M320

Chem [ TG MONO ] No.[_075 ] Sample Type
Chemistry [ TG MONO | Print name
Reaction Type | Endpoint ] Reaction Direction
Pri Wave | 505nm ] Sec Wave
Unit [ mg/dL | Decimal
Incubation Time II'
Blank Time | -3 | | -1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard l_g—| uL I_P—| [T S I ' R1 uL
Decreased | 3 | uL [ 20 luL [ 180 | uL RR[ Ju
Increased | ] uL | JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 4 | | 1460 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ | [ | Mixed Blank Abs [ -35000 | [ 35000 ]
RI Blank Abs [___-35000 ] [ 35000 ] On-board Stability | Day(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit |:|
Twin Chemistry [ ] :l Enzyme Linear Extension
l:l Prozone Check
oo 1 o2 [ 1 vi 1L o3| | o4 | ] vz | | L1
os [ o [—1 vi ][ 7Tvrc| ] pc2 | ] I | ]
l:l Sample Pretreatment :l Control Pretreatment :l Calibrator Pretreatment
[ | Pretreat Sample Vol |:’ ulL Pretreat Sample Vol : ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi-point Linear |:| Bottle Changed
Factor I:' Replicates I: Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slope Diff ] sp [ ]
Sensitivity || Repeatability
Deter Coeff [__|

Chem | TG MONO | No. [ 075 ] Sample Type
Chemistry [ TG MONO | Print name
Reaction Type | Endpoint ] Reaction Direction
Pri Wave [ 546nm | Sec Wave
Unit [ mg/dL | Decimal
Incubation Time II'
Blank Time | -3 | | -1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 25 uL W [ R1 ¢ uL
Decreased [ 25 | L | 20 JuL [ 180 | uL R JuL
Increased [ [ L | JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 5 | | 1500 | Linearity Limit ‘ |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ | [ | Mixed Blank Abs [ 35000 | [ 35000 ]
R1 Blank Abs [___-35000 | [ 35000 | On-board Stability | Dav(s)
Blank Response [ -35000 | [ 35000 | Reagent Alarm Limit ]
Twin Chemistry [ ] I:| Enzyme Linear Extension
[ Prozone Check
oo [ 1 o [—1 vi 1L 1o 1 o4 1 v2 [_1[L_]
os 1 o6 [ vs [ JT[Jvreer 1 pc2 [ (I iy
:I Sample Pretreatment :l Control Pretreatment I:' Calibrator Pretreatment
[ | Pretreat Sample Vol |:| uL Pretreat Sample Vol I:l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi-point Linear \:' Bottle Changed
Factor :] Replicates :l Lot Changed
[ cCal Time
ACCEPTANCE LIMITS
Cal Time l:l Hour
Slove Diff ] sp [
Sensitivity [ 1 Repeatability
Deter Coeff [ ]

ACCENT-200 TG mono
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