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Nr kat. 4-226, 4-426 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia triglicerydow,
przeznaczony do wykonywania oznaczefi 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

Triglicerydy sa estrami glicerolu i trzech czasteczek kwasow
thuszczowych. Triglicerydy sa dostarczane z pozywieniem
lub syntetyzowane endogennie w watrobie. Zmagazynowane
w tkance tluszczowej stanowia w organizmie rezerweg
energetyczna. 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 —LPLp  glicerol + 3 kwasy tluszczowe
glicerol + ATP  —S&—p  L-g-3-fosfoglicerol + ADP
L-a-3-fosfoglicerol + 02 —SPO y, fosfo-dihydroksyaceton + 2H20»

2H>02 + 4-AA + 4-chlorofenol —P22__y. chinonoimina + 4H>0

Intensywno$¢  zabarwienia jest wprost proporcjonalna
do stezenia triglicerydow.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-226 Nr kat. 4-426
(statyw-24) (statyw-36)
1-Reagent 6 x 58 ml 8x 33 ml

Tlo$¢ testow

Prestige 24i 1070 810
Biolis 24i Premium 1070 810
Biolis 30i 1070 800

Odczynnik przechowywany w temp. 2-8°C zachowuje
trwalo§¢ do daty wazno$ci podanej na opakowaniu.
Odczynniki przechowywane na pokfadzie aparatu w temp.
2-10°C sg stabilne przez 8 tygodni (Prestige 241).
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Stezenia skladnikéw w zestawie
bufor TRIS (pH 8,0)
4-aminoantypiryna (4-AA)

200 mmol/1
< 0,4 mmol/l

ATP < 1,5 mmol/l
Mgt < 1,6 mmol/l
4-chlorofenol < 2,5 mmol/l
chloramfenikol 1,6 mmol/l
heksacyjanozelazian(IT) 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 zapoznaé 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 przyjg¢cie przez pacjenta
pozycji siedzacej (ok. 30 min.) Do badan nalezy pobra¢ krew
zylng. Wyniki stezen triglicerydéw dla osocza sa nizsze
o ok. 2-4% w porownaniu do wynikow uzyskiwanych
dla surowic.

Surowica i osocze moga by¢ przechowywane do 3 dni
w temp. 2-8°C lub do 3 m-cy w -20°C.

Jednak polecamy wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent jest gotowy do uzycia.

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

Do wykonania proby zerowej nalezy uzywaé wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczef na analizatorze, moze wystapi¢ wplywajacy
na wyniki oznaczen efekt przeniesienia pomigdzy
odczynnikami: GLUCOSE — TG MONO, HDL DIRECT
— TG MONO, LDL DIRECT — TG MONO, LIPASE —
TG MONO, LIPOPROTEIN(a) — TG MONO. W celu
uniknigcia tego efektu nalezy zastosowac si¢ do zalecen
zawartych w instrukcji: 51 03 24 008 BIOLIS 24i
PREMIUM_CARRYOVER.

= Biolis 30i: W przypadku wykonywania oznaczef
na analizatorze, moze wystapi¢ wplywajacy na wyniki
oznaczefi efekt przeniesienia pomigdzy odczynnikami:
TG MONO - CALCIUM ARSENAZO, HDL DIRECT —
TG MONO.
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W celu uniknigcia tego efektu nalezy zastosowac
si¢ do zalecen zawartych w instrukeji:
51_03_24_009 BIOLIS_30i CARRYOVER.

WARTOSCI PRAWIDLOWE ’

<150 mg/dl

surowica, osocze
? <1,7 mmol/l

Zalecane jest opracowanie przez kazde laboratorium wtasnych
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) oraz CORMAY LIPID CONTROL LEVEL 1
(Nr kat. 5-179) i CORMAY LIPID CONTROL LEVEL 2
(Nr kat. 5-180).

Do kalibracji analizatorow automatycznych Prestige 24i
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 Biolis 24i
Premium oraz Biolis 30i nalezy stosowa¢ CORMAY
MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176)
i LEVEL 2 (Nr kat. 5-175; 5-177).

Krzywa kalibracyjna powinna by¢ sporzadzana co 8 tygodni
(Prestige 24i), 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 rézni¢ si¢ od podanych.

= LoB (granica Slepej préoby):
0,2 mg/dl (0,0023 mmol/l)

= LoD (granica wykrywalnosci):
1,4 mg/dl (0,016 mmol/l)

= LoQ (granica oznaczalno$ci):
3,5 mg/dl (0,04 mmol/l)

=  Liniowos¢:
do 1165 mg/dl (13,2 mmol/l)
Dla wyzszych stezen probke nalezy rozcienczy¢ 0,9%

roztworem NaCl, oznaczenie powtorzy¢, a wynik pomnozy¢
przez wspotczynnik 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

Powtarzalno$¢ (run to run) Srednia SD CV
n=20 [mg/dl] | [mg/dl] | [%]

poziom 1 85,1 0,62 0,73
poziom 2 192,7 1,07 0,55
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Odtwarzalno$¢ (day to day) | Srednia SD CcvV
n=_80 [mg/dl] | [mg/dl] | [%]

poziom 1 91,7 2,47 2,7
poziom 2 178.,4 2,26 1,3

=  Poréwnanie metody

Porownanie wynikéw oznaczen triglicerydow wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x), z uzyciem
69 probek surowicy, dato nastgpujace wyniki:

y=1,0129 x-1,3173 mg/dl;

R=0,999 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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Cat. No 4-226, 4-426 (EN)

INTENDED USE

Diagnostic kit for determination of triglycerides 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

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 + H2O __ P& » glycerol + fatty acids

glycerol + ATP —&_p. glycerol-3-phosphate + ADP
glycerol-3-phosphate + 0>y dihydroxy-acetone-phosphate + 2H202
2H;02 + 4-AA + 4-chlorophenol__°°, quinoneimine dye + 4H20

The colour intensity is proportional to the triglycerides
concentration.

REAGENTS
Package
Cat. No 4-226 Cat. No 4-426
(24-TRAY) (36-TRAY)
1-Reagent 6 x 58 ml 8x33ml

The reagent when stored at 2-8°C are stable up to expiry date
printed on the package. The reagent is stable for 8 weeks
on board the analyser at 2-10°C (Prestige 24i).

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/
glycerol phosphate oxidase (GPO) ~2500 U/
peroxidase (POD) ~1900 U/l
lipoprotein lipase (LPL) ~2000 U/

detergents, preservatives

PRESTIGE 24i LQ TG mono

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 is ready to use.

1-Reagent put on basic 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: GLUCOSE —
TG MONO, HDL DIRECT — TG MONO, LDL DIRECT
— TG MONO, LIPASE — TG MONO, LIPOPROTEIN(a)
— TG MONO. 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: TG MONO — CALCIUM ARSENAZO, HDL
DIRECT — TG MONO. To avoid this effect follow
the recommendations contained in the instruction
51_03_24 009_BIOLIS 30i_CARRYOVER.

REFERENCE VALUES’

For the calibration of automatic analysers: Biolis 24i
Premium, Biolis 30i the CORMAY MULTICALIBRATOR
LEVEL 1 (Cat. No 5-174; 5-176) and LEVEL 2
(Cat. No 5-175; 5-177) is recommended.

The calibration curve should be prepared every 8 weeks
(Prestige 24i), 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):
0.2 mg/dl (0.0023 mmol/l)

= LoD (Limit of Detection):
1.4 mg/dl (0.016 mmol/l)

= LoQ (Limit of Qiantitation):
3.5 mg/dl (0.04 mmol/l)

= Linearity:
up to 1165 mg/dl (13.2 mmol/l)

For higher triglycerides concentrations dilute the sample
with 0.9% NaCl in the ratio of 1 to 4 and repeat the assay.
Multiply the result by 5.

= 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 (run to run) Mean SD CcvV
n=20 [mg/dl] | [mg/dl] | [%]

level 1 85.1 0.62 0.73
level 2 192.7 1.07 0.55
Reproducibility (day to day) Mean SD CcvV
n= 2380 [mg/dl] | [mg/dl] | [%]

level 1 91.7 2.47 2.7
level 2 178.4 2.26 1.3

<150 mg/dl

serum, plasma < 1.7 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,
with each batch of samples the CORMAY SERUM HN
(Cat. No 5-172), CORMAY SERUM HP (Cat. No 5-173)
and CORMAY LIPID CONTROL LEVEL 1 (Cat. No 5-179),
CORMAY LIPID CONTROL LEVEL 2 (Cat. No 5-180).

For the calibration of automatic analysers Prestige 24i
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 Biolis 30i (y) and at ADVIA SIEMENS 1800 (x) using
69 serum samples, gave following results:

y=1.0129 x — 1.3173 mg/dl

R=0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i LQ TG mono
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Kar.Ne 4-226, 4-426 (RUS)

HNPEANOJIATAEMOE UCITIOJIb30BAHUE
Jluarnoctuueckuii HaboOp ISl ONpPEAENCHUS] KOHLEHTpPALUH
TPUIIHUIEPUAOB,  MpeJHAa3HAdeH I MCHOJIB30BAHHS
B aBTOMAaTHYECKUX OMOXMMMYECKUX aHanmszatopax Prestige
24i, Biolis 24i, Prestige 24i Premium, Biolis 24i Premium u
Biolis 30i.

PeareHThI JTOJDKHBI HCIOIB30BATHCS TONBKO JUI JIMATHOCTUKA
in vitro, KBanIM(QUIMPOBAHHEIM TAaOOPATOPHEIM IEPCOHATOM,
B IeTAX, I KOTOPBIX  OHH  MpEAHA3HAUYCHHI,
B COOTBETCTBYIOIIMX J1a00PATOPHBIX YCIOBHSIX.

BBEJIEHUE

Tpuraunepuasl — 370 3QHUPH TIHIEPHHA M TPEX MOJIEKYJ
JKHPHBIX KHCIIOT. TpI/Il"J'[I/IL[CpI/II[BI TIOCTYNIIalOT B OPTaHU3M
C MUTaHueM OO0 CUHTE3UPYIOTCA DHAOICHHO B IICYCHU.
Tpuraunepuarl, JACHOHMpYeMble B JKMPOBOH  TKaHH,
COCTaBIISIIOT PHEPreTUUECKUil pe3epB opranusma. [loBbinieHne
YPOBHSL ~TPHIVIHIEPHAOB SBIACTCS IOKa3aTeleM pHCKa
3aboneBaHns  aTepockiaepo3oM. OmpesieNieHne  CcopepKaHus
YPOBHs TPHUIJIHIEPHIOB UCIIONB3YeTCs npu
JIMarHOCTHPOBAHUM U JICYCHUM TUICPIUINIEMUN, a TaKxkKe

OLICHKU MPOrPECCUPOBAHUS aTEePOCKIIEPOTUYECKHX
W3MEHEHUH.

NPUHIMUII METOJA

Meton KOJIOPUMETPHUECKHIH, 9H3UMATHYECKHI

¢ riuuepodocdaT-okcHaa30i.

rpurmunepun + H2O-M . ruriepun + 3-KHPHbIC KHCTOTHI
rmuuepus + AT® X riumepon-3-pocdar + AJID
rnnuepon»3»(1)ocd)aT+02@>;mmnpoKcu-aueTo—cboabaH 2H202
H:0: + 4-AA + AIIOC IOy o + 4 H0

WNuTeHcuBHOCTH OKpacKku TIpsAMO TIPONTOPIIMOHATIbHA
KOHLCHTPALMU TPUTITALECPUIOB.

PEATEHTBI
CocraB HaGopa

Kar. Ne 4-226 Kart. Ne No 4-426
(mraTuB-24) (mraTuB-36)
1-Reagent 6 x 58 mn 8 x 33 M

Pearent npu Temmepatype 2-8°C, cOXpaHsieT CTaOMIBHOCTh
B TEYCHUE BCEr0O CpOKa rOAHOCTH, YKa3aHHOI'O HA YIIAKOBKE.
Pearent Ha Gopry aHamm3aropa mpu Temmeparype 2-10°C
crabunen 8 Henernb (Prestige 24i).

KonueHTpauuu KOMIIOHEHTOB B peareHre

6ydep TRIS (pH 8,0) 200 MMOJIB/IT
4-aMUHOAHTUITHPHUH (4-AA) < 0,4 MMOITB/T
ATO <1,5 MmMonb/1
Mg2+ < 1,6 MmMoITB/IT
4-xophenon < 2,5 MMOIB/1T
XJI0paM(pEeHUKOI 1,6 MMoOJIB/TT

PRESTIGE 24i LQ TG mono

<1 MMoIB/I
<1 MmMonB/N

rexcarmanodeppar (II) kanmus
CI)HaBHHaIlCHHHHHHyKHCOTPUIa
HaTpHEBast COllb

riauiepuHkrHaza (GK) ~2500 Ex/n
riauuepodocdaroxcugaza (GPO) ~2500 En/n
nepokcunasa (POD) ~1900 Ex/n
nunonporennnunasa (LPL) ~2000 En/n
JIeTepPreHThl, KOHCEPBAHTBI

IpenocTepeskenns: H NPUMeYAHHUS

* 3ammmare  oT mpsMoro  ceera M u3berathb

KOHTaMUHAIMH!

= DBHuMarenmbHO TPOYMTAlTE MAcHopT  0E30mMacHOCTH
xumudeckoit npoxykiuun (MSDS), KoTopblid comepuT
noipoOHyI0 MH(MOPMAIMI0 O TpaBWiIax 6e30MacHOro
XPAHEHUsI ¥ UCIIOIB30BAHMUS TOBApa.

BUOJOTMYECKHIA MATEPHUAJI

CeiBopotka, DOJITA wnu  remapuHM3OBaHHAs — IulIa3Ma
(peKOMCHJI{yCTCS{ JINTHEBAsA, HATpUCBAsA WIH AMMOHUITHAST
conn) 6e3 cIe1oB TeMOoIu3a.

Ilepen B3ATHEM KpPOBU MAIMEHT JOJDKEH TOJOJaTh Kak
MHUHUMYM B TeueHue 12 wyacoB. [lepen myHkiueil marueHt
JIOJDKEH OTJOXHYTh B PacciaOIeHHOH

no3e He MeHee 30 muH. [lna ompeseneHHs TPUTIHIIEPHIOB
HE00XO0IMMO HCIOJIB30BaTh BEHO3HYIO KPOBb.

nOKaSaHO, YTO COACPKAHHUC TPUTIHLEPUIOB B IUIA3ME
Ha 2-4% HIKe, YeM B CBIBOPOTKE.

ChIBOpPOTKa M ITa3Ma MOTYT XPaHUThCS 10 3 JHEH NpH
Temmneparype 2-8°C mmbo no 3 mecses npu -20°C.

TeM He MeHee, PEKOMEHIYeTCsl IIPOU3BOIHUTH HCCIICIOBAHUS
Ha CBEKEB3ATOM OMONOTHYECKOM MaTepuane!

MPOLIELYPA ONPEJEJIEHUS

1-Reagent roToB K HCHOJIB30BAHHUIO.

1-Reagent crieyeT YCTAaHOBMTh Ha INTATHB B HO3UIHH

OCHOBHOTO PEareHTa.

B KkauectBe OJaHK-pearcHTa PEKOMEHIYETCS MCIOJIb30BaTh

JIEHOHU30BaHHYIO BOZY.

Heo0xonumbie neficTBus:

= Biolis 24i Premium: Ilpu BbINOJHEHHH aHAIM30B
Ha aHamu3aTope, BO3MOXKHO HMCKa)KEHHE pe3ylbTaTOB
AQHAIN30B, BBI3BAHHOC HEPEKPECTHLIM 3arpsi3HeHHeM
Mmexay pearentamu: GLUCOSE — TG MONO, HDL
DIRECT — TG MONO, LDL DIRECT - TG MONO,
LIPASE — TG MONO, LIPOPROTEIN (a) - TG MONO.
Yrobsr  m30exaTh  dTOro  dddexra,  cuemyiite
PEKOMEHIALMAM,  COACPXKAIIMMCS B HMHCTPYKIUH
51_03_24 008 BIOLIS 24i PREMIUM_CARRYOVER.

= Biolis 30i: IIpy BEIMONHEHNH aHANN30B HAa aHAIN3aTOPE,
BO3MOXKHO ~ MCK@&XEHHME  DPE3yNbTaToOB  aHAJIM30B,
BBI3BAHHOC IEPEKPECTHBIM _ 3arpsi3HEHHEM  MEXJy
peareutamu: TG MONO — CALCIUM ARSENAZO,
HDL DIRECT — TG MONO. Yto0bl H30€kaTh 3TOTO
s¢dekra, cnemyiite peKOMEHAALHUAM, COACPXKALIUMCS B
uacTpykimu 51_03_24 009 BIOLIS_30i CARRYOVER.
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PE®EPEHTHBIE BEJIMUUHBbI"

<150 mr/mn

CBIBOPOTKa / mma3ma < 1.7 MMoB/T
5

Kaxnoit  nmaboparopum — pekoMeHayercs — pa3paboTaThb
COOCTBEHHBIE HOPMBI, XapaKTepHbIE JUIS 00CIeTyeMoro
KOHTHHI'CHTA.

KOHTPOJIb KAYECTBA

Jlnsi BHYTpPEHHEro KOHTPOJIS, PEKOMEHIYeTCsl HCIOJIB30BaTh
KkoHTpoibHele  chiBopotkh  CORMAY  SERUM  HN
(Kar.Ne 5-172) 1 CORMAY SERUM HP (Kar.Ne 5-173)
a Takke CORMAY LIPID CONTROL LEVEL 1
(Katr.Ne  5-179) n CORMAY LIPID CONTROL
LEVEL 2 (Kar.Ne 5-180) juist Kax10if cepru U3MepeHuii.

s kanmuOpoBky Prestige 24i peKoMeHIyeTCs UCIOIb30BaTh
CORMAY MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174;
5-176) mmu LEVEL 2 (Kat. Ne 5-175; 5-177).

Jnss  xamuOpoBku  Biolis  24i  Premium, Biolis 30i
PEKOMEHyeTCst HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174; 5-176)
u LEVEL 2 (Kar. Ne 5-175; 5-177).

KammbpoBouHylo KpHBYIO CIEIyeT COCTaBIATh KaxKIble
8 menenn (Prestige 24i), npu Kaxjoil cMeHe JIOTa peareHra
M B cClydae HEOOXOAMMOCTH, Hamp., €CIH Ppe3yIbTaThl
OmnpeacncHus KOHTPOJIBHBIX CBIBOPOTOK HE nomaaarT
B ped)epeHTHBII AHana3oH.

XAPAKTEPUCTHUKA OIIPEJEJIEHUSI

DTH METPOJIOTHYECKHE XapaKTEPHUCTHKU OBUIN MOJTyYCHBI IPH
HCIIONIB30BAaHUH ABTOMATHYECKOro anaim3aropa Biolis 30i.
Pesyibrarel, NOJyYeHHble HA JPYrHX — aHaIH3aTopax
W BPYYHYIO, MOTYT OTIIHYIAThCA.

= LoB (npeaen 6;1anKa):
0,2 mr/mn (0,0023 Mmons/m)

= LoD (upenen ooHapy:xenusi):
1,4 mr/mn (0,016 Mmoib/i)

=  LoQ (mpeaeJ KOJIM4YeCTBEHHOTO ONpe/ie/IeHHs):
3,5 mr/mn (0,04 MMous/)

= JluHeiiHOCTD:
10 1165 mr/m (13,2 Mmmons/im)

Jlns  ompeneneHust  Oosee  BBICOKMX — KOHLEHTpaLMid
TPHINHIEPHIOB 00pasell CileayeT pa3BeCTH pacTBOPOM
0,9% NaCl B mpomopuuu 1:4 ¥ HOBTOPHTH H3MEpEHUE.
TlomyueHHBIH pe3ysibTaT yMHOKHUTH Ha 5.

=  CnenuduyHocTb / HHTepdepeHunn

I'emornobun mo 0,31 r/mn, OGwumpy6mn mo 8,6 mr/mn
U ackopOuHOBas Kuciora g0 31 Mr/m He BIMAIOT
Ha pe3yIbTaThl H3MEPEHUH.

= TouyHocTh

IloBTOpsieMocTH Cpennee SD CcvV
(mMexy cepusimu) n =20 | [mr/ma] | [mr/mi] [%]
ypoBeHb 1 85,1 0,62 0,73
ypOBEHb 2 192,7 1,07 0,55

PRESTIGE 24i LQ TG mono

BocnpousBoaumocts Cpennee SD (6)%
(130 JtHs B JieHb) n = 80 [Mr/ma] | [mr/m] [%]
ypoBeHb 1 91,7 2,47 2,7
YpOBEHb 2 178,4 2,26 1,3

= CpaBHeHHe MeTOa

CpaBHEHHE pPe3yJbTaTOB  ONPEACICHHS TPHUIJIHLEPHIOB,
NpoM3BeCHHBIX Ha aHaiam3atopax Biolis 30i (y) u ADVIA
SIEMENS 1800 (x) mns 69 mnpobG ChIBOPOTKa Jano
CIICAYIOLIHE PE3YIbTATHI:

y=1,0129 x - 1,3173 mr/mr;

R =0,999 (R — k02 dureHT Koppemnsimmn)

YTUJIA3ALUA OTXO/10B
B COOTBETCTBUH C JIOKAIBHBIMU TPEOOBAHHAMH.
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= Prestige 24i Premium, Biolis 24i Premium

PRESTIGE 24i LQ TG mono

PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITAIIUS poisi:

=  Prestige 24i, Biolis 24i

Item No. 11 Item Name TG mono [ Optical
Data information Calibration
Units \ mg/dl | Type \ Linear2
Decimals \ 1 | Std sample conc.
Blank 0 #1 [ * [ #2 [ *
Analysis #3 #4 \ | #5 \
Type END method #6
Main Wave Length 546nm
Sub Wave Length 800nm
Method GPO-POD
Correlation
Slope Intercept
Y= 1 X+ 0
Item No. 11 Item Name TG mono | Optical
Aspiration Data Process
Kind | Single Read Start End
Vol. Main 50 52
Kind Vol. Add Units Sub 9 10
Sample 6 5 ul
Reagent 1 300 10 ul Abs.Limit  Low High
Reagent 2 ul | -3.0 | ~ | 3.0
Blank value Correction value
Water Blank | Blank correction 1
End Point Limit 2
Reaction Monitor Linear Check (%) 0
0 Level Point [1 \
Span |3 | Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 11 Item Name TG mono Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0 150 0 150 Serum
Urine Urine
Plasma Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 11 Item Name TG mono [ Optical

Auto Rerun SW

Auto Rerun Condition (Absorbance)

Item name | 11 \TG mono |
Data information Calibration
Units [ mg/dl \ Type Linear
Decimals | 1 | Standard
#1 * #4
Analysis #2 #5
Type END #3 #6
Main W.Lengthl 546
Sub W.Length2 800 Normal Range
Method GPO-POD Male Female
Low High Low High
Corr Serum 0 150 0 150
[ Inter ‘ Urine
Y=1[1.000 ] X+ [ 0.000 | Plasma
CSF
Dialysis
Other
Item name \ 11 |TG mono |
Aspiration Data Process
Kind [ Single | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 34 35 | High [ 3.000
Sample 3 [ Sub 9 10
Reagentl 300 ul
Reagent2 Factor [Endpoint Limit [2.000
[Blank correction 1 | |Linear Check (%) 0
Third Mix. [ OFF | Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Dil2
Monit Prozone Check
0 Level Point [1 | Start End Limit (%)
Span | 3.000 | First
Second [Low
Third [Low
Item name \ 11 |TG mono |
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON | [ Absorbance Range
[ Lower OFF
Auto Rerun Range (Result) | Higher OFF
ON ON
Lower Higher [ Prozone Range | OFF
Serum 53 1100
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i LQ TG mono

51_03_05_061_01
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ON
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher | OFF
First Dil Low : High : o
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 2.6 1000
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Dil2
Other

PRESTIGE 24i LQ TG mono

51_03_05_061_01
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PRESTIGE 24i LQ TG mono

= Biolis 30i

Item no 11 Item name TG MONO Specimen | SERUM/ PLASMA OPTICAL

Data information Aspiration volume
UNITS [ mg/dL | [TYPE Single
DECIMALS | 1 |
SAMPLE REAGENT | | REAGENT 2
Analysis [ VOL. (uL) 6 300
METHOD END method | BOTTLE (ml)
Main Wave Length 546 nm
Sub Wave Length 800 nm [ FIRST DIL. [ |
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 51 53
SUB
Blank value
[« WATER [ ° REAGENT | [ ABsLIMIT
3 | TO 3
Calibration
TYPE | Linear 2 ‘ Collection value
STABILITY | | [ END POINT [ 25 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
LOW VARIATE
Item No 11 Item Name TG MONO Specimen ‘ SERUM/ PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ *ON [ °OFF |
LOW [ HIGH LOW | HIGH
0 | 150 0 | 150 Auto rerun range (conc.)
[Re [ Value [ Dil. [ Re [ Value | Dil.
Panic range | | 3.5 ‘ | | 1165
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 [.OoFF | [ °ON [ «OFF |

Data wydania / Date of issue / lata co3nanus: 04.2021.
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