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PRESTIGE 241 LQ TG

Nr kat. 4-253, 4-453 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania st¢zenia triglicerydow,
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

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 rezerwe
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 + H20 i» glicerol + 3 kwasy tluszczowe
glicerol + ATP L L-a-3-fosfoglicerol + ADP
L-o-3-fosfoglicerol + Oz ﬂ» fosfo-dihydroksyaceton + 2H202
2H;05 + 4-AA + 4-chlorofenol —2%2 . chinonoimina + 4H>0

Intensywno$¢ zabarwienia jest wprost proporcjonalna
do stezenia trigliceryddw.

ODCZYNNIKI
Sklad zestawu

Nr kat. 4-253 Nr kat. 4-453

(statyw-24) (statyw-36)
1-Reagent 6 x 40 ml 8x23 ml
2-Reagent 6x12,5ml 8x7,5ml
Hlo$¢ testow:
Prestige 24i 1070 810
Biolis 24i Premium 1180 900
Biolis 30i 1170 900

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

Stezenia skladnikow w zestawie

bufor PIPES (pH 7,0) 40 mmol/l
4-aminoantypiryna (4-AA) 0,4 mmol/l
ATP 1,5 mmol/l
Mg2* 1,6 mmol/l

PRESTIGE 24i LQ TG

ADPS 0,6 mmol/l
kinaza glicerolowa (GK) > 66,67 pkat/l
oksydaza 3-fosfoglicerolu (GPO) > 60,00 pkat/l
peroksydaza (POD) > 20,00 pkat/l
lipaza lipoproteinowa (LPL) > 16,67 pkat/l
konserwant

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

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

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na EDTA lub heparyng
(sol litowa, sodowa lub amonowa) bez $ladéw hemolizy.
Przed pobraniem krwi pacjent powinien zachowal $cisla
diet¢ (min. 12 godzin). Wskazane jest przyjecie przez
pacjenta pozycji siedzacej (ok. 30 minut). Do badan nalezy
pobraé krew zylna.

Wiyniki stezen triglicerydow dla osocza sg 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 m-cy w -20°C.

Jednak polecany 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

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczef na analizatorze, moze wystapi¢, wplywajacy
na wyniki oznaczen, efekt przeniesienia pomigdzy
odczynnikami: TG — LIPASE, TG — LIPASE II GEN,
ALAT - TG, ALAT (I GEN) — TG, ALP — TG,
GLUCOSE - TG, HDL DIRECT - TG, LDL DIRECT —
TG, TOTAL PROTEIN — TG. 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 oznaczen
na analizatorze, moze wystapi¢, wptywajacy na wyniki
oznaczef, efekt przeniesienia pomigdzy odczynnikami:
TG — LIPASE, ALAT (II GEN) — TG, LDL DIRECT —
TG, TOTAL PROTEIN - TG. W celu uniknigcia tego
efektu nalezy zastosowaé si¢ do zalecen zawartych
w instrukcjiz 51 03 24 009 BIOLIS_30i CARRYOVER.
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WARTOSCI PRAWIDLOWE ’

<150 mg/dl

surowica, 0socze
< 1,7 mmol/l

Zalecane jest opracowanie przez kazde laboratorium
wiasnych zakresow warto$ci prawidtowych
charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii
oznaczefi, nalezy dotaczaé¢ 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 nalezy stosowac
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 6 tygodni
(Prestige 24i) lub co 10 tygodni (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. W przypadku przeprowadzenia
oznaczenia na innym analizatorze lub manualnie otrzymane
wyniki moga rézni¢ si¢ od podanych.

=  LoB (granica slepej préby):
0,5 mg/dl (0,006 mmol/l)

= LoD (granica wykrywalnosci):
1,1 mg/dl (0,012 mmol/I)

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

= Liniowo$¢:
do 2000 mg/dl (22,6 mmol/l)

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

=  Specyficzno$¢ / Interferencje

Hemoglobina do 2,50 g/dl, bilirubina do 20 mg/dl
i kwas askorbinowy do 62 mg/l nie wptywaja na wyniki
oznaczenia.

= Precyzja

Powtarzalno$¢ (run to run) | Srednia SD (6)%

n=20 [mg/dl] | [mg/dl] [%]

poziom 1 84,3 1,17 1,39
poziom 2 188,0 2,66 1,42
Odtwarzalnos¢ (day to day) | Srednia SD (6%
n=2380 [mg/dl] | [mg/dl] [%]

poziom 1 177,8 5,96 3,4
poziom 2 90,1 3,56 4,0

=  Poréwnanie metody

Poréownanie wynikow oznaczen triglicerydow wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x),
z uzyciem 69 probek surowicy, dato nastgpujace wyniki:
y=1,017 x - 1,4956 mg/dl;

R=0,999 (R — wspotczynnik korelacji)
PRESTIGE 24i LQ TG

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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PRESTIGE 241 LQ TG

Cat. No 4-253, 4-453 (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 + H20 i} glycerol + fatty acids
glycerol + ATP (’_K> glycerol-3-phosphate + ADP
glycerol-3-phosphate + Oﬂ), dihydroxy-acetone-phosphate + 2H>0>

2H»0> + 4-AA + 4-chlorophenol POD. quinoneimine dye + 4H>O

The colour intensity is proportional to the triglycerides
concentration.

REAGENTS
Package
Cat. No 4-253 Cat. No 4-453
(24-TRAY) (36-TRAY)
1-Reagent 6 x 40 ml 8x23 ml
2-Reagent 6x 12.5 ml 8x7.5ml

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 24i - 8 weeks, Biolis 24i
Premium - 10 weeks.

Concentrations in the test

buffer PIPES (pH 7.0) 40 mmol/l
4-aminoantipyrine (4-AA) 0.4 mmol/l
ATP 1.5 mmol/l
Mg2* 1.6 mmol/l
ADPS 0.6 mmol/l
glycerol kinase (GK) > 66.67 pkat/l
glycerol-3-phosphate oxidase (GPO) > 60.00 pkat/l
peroxidase (POD) >20.00 pkat/l
lipoprotein lipase (LPL) >16.67 pkat/l
preservative

PRESTIGE 24i LQ TG

‘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 should be separated from red blood cells as soon as
possible after blood collection.

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

1-Reagent put on basic position in reagent tray.

2-Reagent put on start 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: TG —
LIPASE, TG — LIPASE II GEN , ALAT — TG, ALAT
(II GEN) — TG, ALP — TG, GLUCOSE - TG, HDL
DIRECT - TG, LDL DIRECT - TG, TOTAL
PROTEIN - TG. 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 — LIPASE, ALAT (Il GEN) — TG,
LDL DIRECT — TG, TOTAL PROTEIN - TG. 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 systems
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 6 weeks
(Prestige 24i) or every 10 weeks (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. Results may vary
if a different instrument or a manual procedure is used.

= LoB (Limit of Blank):
0.5 mg/dl (0.006 mmol/l)

= LoD (Limit of Detection):
1.1 mg/dl (0.012 mmol/l)

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

=  Linearity:
up to 2000 mg/dl (22.6 mmol/l)

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 2.50 g/dl, bilirubin up to 20 mg/dl

and ascorbate up to 62 mg/l do not interfere with the test.

= Precision

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

level 1 84.3 1.17 1.39
level 2 188.0 2.66 1.42
Reproducibility (day to day) Mean SD CV
n=_80 [mg/dl] | [mg/dl] | [%]

level 1 177.8 5.96 34
level 2 90.1 3.56 4.0

<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).
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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=1.017 x - 1.4956 mg/dl;

R =0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i LQ TG
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Kar.Ne 4-253, 4-453 (RUS)

MPEAINOJIATAEMOE UCIIOJIb30BAHUE
JlnarHocTHuecKnii Habop JUIs ompesieIeH s KOHIIEHTPAIHH
TPUTIHIEPUIOB, HAOOP MpeHA3HAYEH IS HCTIOIB30BAHUS B
ABTOMATHUYECKMX OMOXMMHYECKHMX aHaimmM3atopax Prestige
24i, Biolis 24i, Prestige 24i Premium, Biolis 24i Premium,
Biolis 30i.

PeareHTb! JO/DKHBI HCIIONB30BATCS TOIBKO IS AHATHOCTHKH
in vitro, xBanu(pUIMPOBAHHBIM JIAOOPATOPHBIM HEPCOHAIOM,
B LemIX, JUIL  KOTOPBIX ~ OHM  IPEIHA3HAYCHEI,
B COOTBETCTBYIOIIMX J1A00PATOPHBIX YCIOBHSX.

BBEJIEHUE

TpUrauIepuIpl — 310 SGUPHI TIHIIEPHHA C TPEMsI KUPHBIMU
kucnoramMu. TpUITMIEpHAB  TOCTYMAlOT B OPTaHU3M
¢ mumeid b0 CHHTE3NPYIOTCS OSHIAOTEHHO B TICUCHH.
Tpurnuuepuasl ASMOHUPYIOTCS B JKMPOBOM TKaHH, SBISSCH
DHEPreTHYeCKUM  pesepBoM.  [loBbllIeHHbIE — YpPOBHH
TPUIIIMLEPUJIOB B CHIBOPOTKE KPOBH SBIISIOTCSA (HAKTOPOM

pucka pa3BUTHS aTepoCKIIepo3a. Omnpenenenne
TPHUIIHIEPHIOB HCIIONB3YeTCs IS JIMarHOCTHKH
THNCPIUIHASMHE U JIGYCHWH, JMOO  HaOIIoIeHNH
3a Pa3BUTHEM aTePOCKIIEPO3a.

MPUHLIMIT METOJA

Meton KOJIOPUMETPUUECKHIA, 9H3MMATHICCKUH

¢ riuuepodocdaT-okcHaa30i.
JI
Tpurauuepun + HO » [IHLUEPHH + 3-)KHPHBIC KHCIOTBI
rianepud + ATO K » rmepon-3-gocdar + AID
roo
riunepon-3-pocpar+Or —p auruapokcu-anero-pocdart 2H,02

Tioa
H202 + 4-AA + AIOC » XUHOMMHUH + 4 H.0

MHTEHCUBHOCTH OKpacku pAMO TIPONTOPIMOHAIIbHA
KOHIEHTPAILMN TPUTTIHIIEPUIOB.
PEATEHTbBI
CocraB Habopa
Kart.Ne 4-253 Kat.Ne 4-453
(mraTus-24) (mrraTuB-36)
1-Reagent 6 x 40 mn 8x23 mn
2-Reagent 6x 12,5 M 8x7,5mn

IIpu Temmeparype 2-8°C, peareHThl COXPAHSIOT CTAOMIBHOCTh
B TCUCHHH BCETO CPOKA TOAHOCTH, YKa3aHHOTO Ha YIaKOBKE.
CrabunpHOocTh  Ha  OopTy aHammsatopa mnpu  2-10°C
cocrasisieT: st Prestige 24i - 8 nenens, Biolis 24i Premium -
10 nezens.

KOHlleHTpalll/lﬂ KOMIIOHEHTOB B peareHrax

Bybep PIPES (pH=7,0) 40 MmoITB/IT
4-aMuHOAHTUITHPUH (4-AA) 0,4 MMOJIB/TT
ATD 1,5 mMous/it
Mg?* 1,6 MMoIIB/1T
AJlPC 0,6 MMOITB/IT

I'unepoxunasa (I'K)
Okxcupasza 3-pocdormuuepuna (I'DO)
PRESTIGE 24i LQ TG

> 66,77 MKKat/I1
> 60,00 MKKaT/I1

Iepokcupasa (IIO1) > 20,00 MKKat/1
Jlunonporennnunasa (JITLT) > 16,67 MKKaT/1
KOHCEPBaHT

IpeaynpexaeHust 1 IpHMedaHust

*  3ammmare  OT NMpsIMOTO ~ CBeTa W u30eratkb
KOHTaMUHALHMH!

® BHuMaTenbHO MpouyMTalTe NAacmopT 0e30MmacHOCTH
xumuyeckoi poxykuun (MSDS), KOTOpBIi cOmepiKUT
nMoApoOHyI0 MH(OPMAIMIO O MpaBHIaX Oe30MacHOro
XPaHEHUsI ¥ UCIIONB30BaHUs TOBapa.

BAOJIOTMYECKUN MATEPHUAT

ChIBOpOTKA Wi renapuHU3HPOBAHHASL Ia3Ma
(PEKOMEH/IYIOTCSl JIMTUEBAs, HATpHeBas OO0 aMMOHHEBas
comu remapyuHa) 6e3 cles0B TeMon3a.

ITepen 3a00poM KpOBH MAaIlEHTYy HEOOXOIMMO B TEUCHHU
12 gacos BO3ZICPXKUBATBCA OT TIpUEMa THIIH. l'lepe;[
0T60pOM KpOBH TMaqUuCHTBI JOJIKHBI HaXOJUTCsA
B CIOKOWHOM cocTossHMH oKkoso 30 munyT. [lnsa aHammusa
PEKOMEHIyeTCsl HCIIOIb30BaTh BEHO3HYIO KPOBb.
CozeprkaHue TPUTITHLEPUIOB B IIazMe Ha 2-4% HIDKe, YeM
B CBIBOPOTKE.

ChIBOpDOTKa M IUIA3Ma MOTYT XDaHHUThCS 10 3 CYTOK
npu 2-8°C wiu 3 mecsua npu -20°C.

TeM He MeHee PEKOMEHJYETCs IIPOM3BOIUTE HCCIIEIOBAHHS
Ha CBEKEB3ATOM OHOJIIOTHYECKOM MaTepHane!

IMPOLEAYPA OIIPEJEJIEHUST

1-Reagent u 2-Reagent roToBBI K HCHIOTb30BAHHIO.

1-Reagent crieqyer yCTaHOBHTb HA INTATUB B IIO3ULUH

OCHOBHOT'O PeareHra.

2-Reagent cremyeT yCTaHOBUTh HA INTATHB B IO3ULHH

CTapTOBOTO pPearcHTa.

B kadecTBe OIaHK-pearcHTa PEKOMEHIYETCsl HCIOIb30BATh

JICHOHN30BaHHYIO BOJTY.

Heo0xoanmplie neficTBus:

" Biolis 24i Premium: IIpy BBINOJIHEHHH aHAIH30B
Ha aHaJIM3aTopaX, BO3MOXHO HCKaXKEHHE Pe3ylIbTaToB
AHAJIM30B, BBI3BAHHOE HMEPEKPECTHLIM 3arpsi3HeHHeM
mexny pearentamu: TG — LIPASE, TG — LIPASE 11
GEN, ALAT - TG, ALAT (Il GEN) — TG, ALP — TG,
GLUCOSE - TG, HDL DIRECT - TG, LDL DIRECT —
TG, TOTAL PROTEIN — TG. Yto6sI u306eKaTh 3TOr0
addekra, cremyiite peKOMEHIALMAM, COAEPIKALIAMCS
B UHCTpyKumu 51_03_24 008 BIOLIS_24i PREMIUM
CARRYOVER.

=  Biolis 30i: [Ipu BbInoIHEHNN aHATM30B HAa aHANIU3ATOPE,
BO3MOXKHO ~ MCK@XEHHE  Pe3y/bTaToB  aHAIH30B,
BBI3BAHHOC IEPEKPECTHBIM _3arpsi3HEHHEM MEXIy
pearentamu: TG — LIPASE, ALAT (I GEN) — TG,
LDL DIRECT — TG, TOTAL PROTEIN - TG. Yto0s1
n3bexaTe 3Toro 3ddekra, ciemyiite peKOMEHIAUUIM,
coAepxamumMess B MHCTpykuuu 51_03_24_009_BIOLIS
30i CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI ’

CBIBOPOTKA, <150 mr/mn
mrasMa < 1,7 mmonb/n
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Kaxmoit nabopaTopuy peKOMEHIYeTCsl YCTaHOBHTH CBOM
COOCTBEHHbIE HOPMBI, XapaKTEpHbIE I 00CIeLyeMoro
KOHTHHI'CHTA.

KOHTPO.JIb KAYECTBA

JUist BHYTPEHHETO KOHTPOJISI, PEKOMEHIYeTCsl HCIONIb30BaTh
KoHTpoJbHEIe  chiBopoTkH CORMAY SERUM  HN
(Kar.Ne 5-172) 1 CORMAY SERUM HP (Kar.Ne 5-173)
a Takke CORMAY LIPID CONTROL LEVEL 1
(Kat.Ne  5-179) u CORMAY LIPID CONTROL
LEVEL 2 (Kar.Ne 5-180) a5 kam0ii cepun M3MEpeHHIt.
Jitn  KanuOpOBKH — ABTOMATHYECKHX  aHAIM3aTOPOB
peKOMeHyeTCs HCIIOIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177).

KammbpoBouHyl0o KpUBYIO CIIEAyeT COCTaBIIATh Kaxble
6 uezenp (Prestige 24i) wnu kaxpie 10 nenens (Biolis 24i
Premium), mpu Kax<Io# CMEHE JIOTa peareHTa HIH, €CIIH
pe3ylabTaThl  KOHTPONISl ~ KadecTBa ~ He  IIOMAJaioT
B pedpepeHCHBIN AHana3oH.

XAPAKTEPUCTUKHU ONPEJAEJIEHUS
OTH METPOJIOTMYECKHE XapAKTEPUCTHKH ObUIH IIOJIy4YeHbI
NP HCIOJNB30BAaHMH ~ aBTOMATHYECKOTO  aHAIH3aTopa
Biolis  30i. Pe3ynbTaTel, TOJNy4YeHHblE Ha JAPYrUX
AHAIM3aTOpax U BPYIHYIO, MOTYT OTIIMYATBCA.

= LoB (npenen 6;1anka):
0,5 mr/mn (0,006 MmoIB/1)

= LoD (npenen o0Hapy:keHus1):
1,1 mr/mn (0,012 mmous/i)

= LoQ (nmpeneJ KOJHYECTBEHHOTO ONpPeeTeH s ):
3,5 mr/mn (0,04 MMous/m)

= JluHeiiHOCTB:
110 2000 mr/mm (22,6 MMOITB/IT)

B ciyqae Gonee BBICOKMX KOHIIEHTpalui, paz0aBbTe npoby
0,9% NaCl u moBTOpHTE HCCIeOBaHUE. Pe3yibrar
YMHOXBTC Ha q)aKTDp pa3BeacHUA.

= Crnenudpuunocts / UHTephepenunn

Temornobun no 2,50 r/mn, OwampybmH po 20 wr/m,
ackopOMHOBass ~ Kuciaota A0 62 MI/1  He  BIHSIOT
Ha Pe3yJIbTATHI ONPE/ICICHAN.

=  TouyHocTh

IloBTOpsieMocThL Cpennee SD Ccv
(mMexy cepusimu) n = 20 [mr/mn] | [mr/ma] [%]
ypoBeHs 1 84,3 1,17 1,39
YpOBeHb 2 188,0 2,66 1,42
Bocnpoussoaumocts Cpenuee SD CcvV
(130 JtHs B ieHb) n = 80 [mr/mn] | [mr/mi] [%]
ypoBeHb 1 177,8 5,96 34
YpOBeHb 2 90,1 3,56 4,0

= CpaBHeHHe MeTOJa

CpaBHeHHE pE3yJbTaTOB ONpPEJEICHUS TPUTIHIEPUIOB
ToNy4eHHbIX Ha aHaimm3atope Biolis 30i (y) u na ADVIA
SIEMENS 1800 (x) mis 69 00pa3unoB ChIBOPOTKA a0
CIIEYIOIIHE PE3yIbTAThL:

y=1,017 x — 1,4956 mr/mr;

R=10,999 (R — k03 dHIHEHT KOppeTSLIH)

PRESTIGE 24i LQ TG

YTUWIM3ALUS OTXOJ0B
B cOOTBETCTBHH C JTOKATBHBIMH TPEOOBAHMAMHU.
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PRESTIGE 24i LQ TG
PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITALIUS noisi:
e Prestige 24i, Biolis 24i
Item name [11 [ TRIG \
Data information Calibration
Units [ mg/dl | Type Linear
Decimals [1 \ Standard
#1 * #4
Analysis #2 * #5
Type END #3 #6
Main W.Length1 546
Sub W.Length2 700 Normal Range
Method GPO-POD Male Female
Low High Low High
Corr Serum 0 150 0 150
[ Inter \ Urine
Y=[1.000 | X+ [ 0.000 | Plasma
CSF
Dialysis
Other
Item name [11 [ TRIG \
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -0.100
Volume [ Main 53 54 [ High | 2.000
Sample 3 [ Sub 30 31
Reagent] 200 pl
Reagent2 50 Factor [Endpoint Limit [2.000
[Blank correction [0.8024 | [Linear Check (%) \
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 ‘ TRIG ‘
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 6 1500
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i LQ TG
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Item No. 11 Item Name TRIG \ Optical
Data information Calibration
Units [ mg/d1 | Type | Linear2
Decimals 1 | Std sample conc.
Blank 0 #1 [ * [#2 [ *
Analysis #3 #4 \ | #5 \
Type END method #6
Main Wave Length 505nm
Sub Wave Length 700nm
Method GPO-POD
Correlation
Slope Intercept
Y=11 X+ 10
Item No. 11 Item Name TRIG [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 51 52
Kind Vol. Add Units Sub 30 31
Sample 3 5 pl
Reagent 1 180 10 ul Abs.Limit  Low High
Reagent 2 45 10 ul [-0.1 |~ |2
Blank value Correction value
Water Blank | Blank correction
End Point Limit 2
Reaction Monitor Linear Check (%)
0 Level Point [1 ‘
Span |3 Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 11 Item Name TRIG 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 TRIG [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON |
[ Lower | OFF
Auto Rerun Range (Conc.) | Higher | OFF
First Dil Low : High : .
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 11.5 2000
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Di12
Other

PRESTIGE 24i LQ TG
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PRESTIGE 24i LQ TG

« Biolis 30i

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

Data information Aspiration volume

UNITS [ mg/dL \ [ TYPE [ Double

DECIMALS | 1 |

SAMPLE REAGENT | | REAGENT 2

Analysis [ VOL. (uL) 3 180 45

METHOD END method [ BOTTLE (ml)

Main Wave Length 505 nm

Sub Wave Length 700 nm [ FIRST DIL. |

CORRELATION (Y= AX + B) Data processing read

A= [1 \ START END

B= [0 | MAIN 52 53

SUB 28 29

Blank value

«WATER | ° REAGENT | [ ABS LIMIT
0.1 | TO 2

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 1 Item Name TG 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 35 ‘ | 2000 |
MALE FEMALE
LOW [ HIGH LOW | HIGH Auto rerun condition (abs.)
DIL.
LOWER | °ON | *OFF
Decision limit HIGH | °ON *OFF
MALE FEMALE
Auto rerun condition (prozone)
°ON [ “OFF |
[ SAMPLE VOL. \ |
Dilution
*DIL 1 \ °DIL 2 |
Reaction check
°ON «OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON [-oFF | [ °ON [ -OFF

PRESTIGE 24i LQ TG

Data wydania / Date of issue / lata co3nanus: 04. 2021.

51_03_05_060_01

str. / page / ctp. 9/9




