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Nr kat. 4-204, 4-404 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia cholesterolu
catkowitego, 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

Cholesterol jest istotnym sktadnikiem strukturalnym bton
komoérkowych, prekursorem kwaséw zétciowych i wszystkich
hormonéw steroidowych. Z tego wynika jego ogromne
znaczenie dla prawidlowego funkcjonowania organizmu.
Mimo to, istnieje rowniez dobrze zbadana zalezno$¢ pomigdzy
poziomem cholesterolu we krwi a choroba wiencowg serca.
Oznaczenie poziomu cholesterolu w surowicy jest cenne
w profilaktyce i monitorowaniu choroby naczyniowej serca
oraz dla oceny funkcjonowania watroby, pecherzyka
z6kciowego i wehtaniania jelitowego.

ZASADA METODY
Metoda kolorymetryczna, enzymatyczna z esteraza i oksydaza
cholesterolu (CHOD/PAP).

estry cholesterolu + H2O CHE, cholesterol + kwasy tluszczowe
cholesterol + 02 CHO . cholest-4-en-3-on + H202

2 H>0: + 4-aminoantypiryna + fenol POD, chinonoimina + 4 H:0
(czerwone zabarwienie)

Intensywno$¢  zabarwienia jest wprost proporcjonalna
do stezenia cholesterolu.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-204 Nr kat. 4-404
(statyw-24) (statyw-36)

1-REAGENT 6 x 60 ml 10 x 25 ml

Tlo$¢ testow

Prestige 24i 1320 900
Biolis 24i Premium 1640 1100
Biolis 30i 1640 1090

Odczynnik przechowywany w temp. 2-8°C zachowuje trwato$é
do daty waznosci podanej na opakowaniu. Stabilno$é
odczynnikéw  przechowywanych na poktadzie aparatu
w temp. 2-10°C: Prestige 24i - 8 tygodni, Biolis 24i Premium -
12 tygodni.

PRESTIGE 24i LQ CHOL

Stezenia skladnikéw w odczynniku

Bufor Good'a (pH 6,4) < 120 mmol/l
fenol < 6 mmol/l
4-aminoantypiryna < 0,4 mmol/l
esteraza cholesterolu (CHE) < 4 pkat/l
oksydaza cholesterolu (CHO) < 5 pkat/l
peroksydaza (POD) < 24 pkat/l

konserwanty, detergenty, stabilizatory

Ostrzezenia i uwagi
= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!
= Nalezy zapozna¢ si¢ z Karta charakterystyki (MSDS),
ktéra zawiera szczegétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.
= 1-REAGENT spetnia kryteria klasyfikacji zgodnie
z Rozporzadzeniem (WE) nr 1272/2008.
Uwaga
H319 Dziata drazniaco na oczy.
P280 Stosowa¢ rgkawice ochronne, odziez
ochronng, ochrong oczu lub ochrong twarzy.
P305+P351+P338 w PRZYPADKU
DOSTANIA SIE DO OCZU: Ostroznie ptukaé
woda przez kilka minut. Wyja¢ soczewki kontaktowe, jezeli sa
i mozna je tatwo usunaé¢. Nadal ptukac

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na EDTA lub heparyng
(sl litowa, sodowa lub amonowa) bez §ladéw hemolizy.
Przed pobraniem krwi pacjent powinien zachowac $cista diete
(min. 12 godzin). Wskazane jest przyjecie przez pacjenta
pozycji siedzacej (ok. 30 minut). Do badan nalezy pobraé
krew zylng.

Czerwone krwinki nalezy jak najszybciej oddzieli¢
od surowicy.

Wyniki stgzen cholesterolu dla osocza sa nizsze o ok. 3-5%
w poréwnaniu do wynikéw uzyskiwanych dla surowic.
Surowica i osocze moga by¢ przechowywane do 3 dni
w temp. 2-8°C lub 6 miesigcy w -20°C.

Jednak polecamy wykonywaé badania 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 préby zerowej nalezy uzywa¢ wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczen na analizatorze, moze wystapi¢, wplywajacy
na wyniki oznaczen, efekt przeniesienia pomigdzy
odczynnikami: CHOL — LIPASE, CREATININE - CHOL.
W celu uniknigcia tego efektu nalezy zastosowac
sig do zalecen zawartych w instrukcji:
51_03_24_008_BIOLIS_24i_PREMIUM_CARRYOVER.
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= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢, wptywajacy na wyniki
oznaczen, efekt przeniesienia pomiedzy odczynnikami:
CHOL - LIPASE. W celu uniknigcia tego efektu nalezy
zastosowaé si¢ do zalecen zawartych w instrukcji:
51_03_24_009_BIOLIS 30i_CARRYOVER

WARTOSCI PRAWIDEOWE
surowica / osocze mg/dl mmol/l
dzieci ® < 1roku 66,1 —228,5 1,71 -591
1-191at | 111,4-2022 2,88-523
doroslj *101! <190 < 5,00

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakres6w  wartosci  prawidlowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakos$ci, do kazdej serii oznaczen,
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 analizatoréw automatycznych nalezy stosowaé
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) lub co 12 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):
0,0 mg/dl (0,0 mmol/l)

= LoD (granica wykrywalnosci):
1,4 mg/dl (0,036 mmol/l)

= LoQ (granica oznaczalnosci):
14 mg/dl (0,36 mmol/l)

= Liniowos¢:
do 1000 mg/dl (25,9 mmol/l)

=  Specyficzno$¢ / Interferencje
Hemoglobina do 0,31 g/dl, kwas askorbinowy do 62 mg/l,
bilirubina do 20 mg/dl i triglicerydy do 1000 mg/dl
nie wptywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalno$é (run to run) | Srednia SD CV

n=20 [mg/dl] | [mg/dl] [%]
poziom 1 2539 4,24 1,67
poziom 2 107,1 2,87 2,68

PRESTIGE 24i LQ CHOL

Odtwarzalnos$¢ (day to day) Srednia SD Cv

n =80 [mg/dl] | [mg/dl] [%]
poziom 1 256,8 6,51 2,5
poziom 2 109,0 2,54 2,3

=  Poréwnanie metody

Poréwnanie wynikéw oznaczen cholesterolu wykonanych
na Biolis 30i (y) i na BECKMAN COULTER AU680 (x),
z uzyciem 57 prébek surowicy, dato nastgpujace wyniki:

y =0,9489 x + 11,8 mg/dl;

R=0,997 (R — wspétczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowacé zgodnie z aktualnymi przepisami.
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Cat. No 4-204, 4-404 (EN)

INTENDED USE

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

Cholesterol is essential structural component of cell membranes
and precursor of bile acids and all steroids hormones.
This is why cholesterol has enormous significance for organism
normal functioning. But there is also well established
association between blood cholesterol concentration
and coronary heart disease. Measurement of cholesterol serum
level is valuable in prevention and monitoring cardiovascular
disease. This determination is useful also for evaluation
of intestine absorption, liver and gallbladder function.

METHOD PRINCIPLE
Enzymatic, colorimetric method with cholesterol esterase
and cholesterol oxidase.

cholesteryl esters + H2O CHE, cholesterol + fatty acids

cholesterol + 02 CHOu cholest-4-en-3-one + H202

2 H20>+4-aminoantipyrine + phenol lQD»quinoneimine dye+4 H.0

(red coloured)

The colour intensity is proportional to the cholesterol
concentration.

REAGENTS
Package
Cat. No 4-204 Cat. No 4-404
(24-TRAY) (36-TRAY)
1-REAGENT 6 x 60 ml 10 x 25 ml

The reagent when stored at 2-8°C is stable up to expiry date
printed on the package. Stability on board of the analyzer
at 2-10°C: Prestige 24i - 8 weeks, Biolis 24i Premium -
12 weeks.

Concentrations in the test

Good's buffer (pH 6.4) < 120 mmol/l
phenol < 6 mmol/l
4-aminoantipyrine < 0.4 mmol/l
cholesterol esterase (CHE) < 4 pkat/l
cholesterol oxidase (CHO) < 5 pkat/l
peroxidase (POD) < 24 pkat/l

preservatives, detergents, stabilizers

PRESTIGE 24i LQ CHOL

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.
1-REAGENT meeting the criteria for classification
in accordance with Regulation (EC) No 1272/2008.

Warning

H319 Causes serious eye irritation.

P280 Wear protective gloves, protective
clothing, eye protection or face protection.
P305+P351+P338 IF IN EYES: Rinse cautiously

with water for several minutes. Remove contact lenses,
if present and easy to do. Continue rinsing.

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 cholesterol measurement.

Plasma cholesterol values have been reported to be 3% to 5%
lower than serum cholesterol 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 6 months at -20°C.

Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1
1

-REAGENT is ready to use.
-REAGENT put on basic position in reagent tray.

Deionized water is recommended as a reagent blank.
Actions required:

Biolis 24i Premium: When performing assays
in  the analyser, there is a probability of cross-
contamination affecting the tests results: CHOL -
LIPASE, CREATININE - CHOL. 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: CHOL — LIPASE. To avoid this effect follow
the recommendations contained in the instruction
51_03_24_009_BIOLIS_30i_CARRYOVER.

REFERENCE VALUES
serum / plasma mg/dl mmol/l
children ° <lyear | 66.1-2285 1.71-591
1-19years | 111.4-202.2 2.88-5.23
adults 101! <190 <5.00

It is recommended for each laboratory to establish its own
reference ranges for local population.
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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 analyzers the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)
and LEVEL 2 (Cat. No 5-175; 5-177) are recommended.

The calibration curve should be prepared every 8 weeks
(Prestige 24i) or every 12 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):
0.0 mg/dl (0.0 mmol/l)

LoD (Limit of Detection):
1.4 mg/dl (0.036 mmol/l)

LoQ (Limit of Quantitation):
14 mg/dl (0.36 mmol/l)

Linearity:
up to 1000 mg/dl (25.9 mmol/l)

Specificity / Interferences

Haemoglobin up to 0.31 g/dl, ascorbate up to 62 mg/l, bilirubin
up to 20 mg/dl and triglycerides up to 1000 mg/dl do not
interfere with the test.

Precision
Repeatability (run to run) Mean SD Cv
n=20 [mg/dl] | [mg/dl] [%]
level 1 253.9 4.24 1.67
level 2 107.1 2.87 2.68
Reproducibility (day to day) | Mean SD CvV
n =380 [mg/dl] | [mg/dl] [%]
level 1 256.8 6.51 2.5
level 2 109.0 2.54 2.3

Method comparison

A comparison between cholesterol values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 57 serum samples gave following results:

y =0.9489 x + 11.8 mg/dl;

R=0.997

(R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i LQ CHOL
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Kar.Ne 4-204, 4-404 (RUS)

TPEAINOJATAEMOE UCITIOJIb30BAHUE
JlnarHoctHueckuii Habop JUIs ONpEIeNeHHs KOHIEHTPALMH
XOJIECTEpUHA, TpeIHa3HAYECH I HCII0JIb30BaHUA
Ha ABTOMATHYCCKHX OHMOXHUMHUYECKUX aHanuszaropax:
Prestige 24i, Biolis 24i, Prestige 24i Premium, Biolis 24i
Premium u Biolis 30i.

Pearentst JOJIKHBI UCIIOJIB30BATHCS TOJIBKO JJI51 JMAaTHOCTUKHU in
vitro, KBaJU(HIMPOBAHHBIM JIAOOPATOPHBIM  TIEPCOHATIOM,
B Heisx, pitie:s KOTOPBIX OHH TnpeaHa3sHa4YCHbI,
B COOTBETCTBYIOIIHX JIAOOPATOPHBIX YCIOBHSIX.

BBEJIEHUE

XoJecTeprH SBISETCSA BaXKHON COCTABHOM YaCThIO KIICTOUHBIX
MeMOpaH, MPEKYPCOPOM KEITIHBIX KUCIOT U BCEX CTEPOUTHBIX
ropmoHOB. IlosToMy XonecTepuH O4YeHb BaXkeH I
HOPMaJILHOTO (DYHKIIMOHMPOBaHUs opraHmsMa. CymiecTByer
TAaK)K€ XOpOIIO H3Y4YEHHAas 3aBUCUMOCTb MEXKAY YPOBHEM
XOJeCTepHHa B  KPOBH M  CEPACYHO  COCYIMCTHIMH
3aboneBanusamu.  OmpeneneHue  ypoOBHS — XOJECTEPHUHA
B CBIBOPOTKE  KPOBH  BaXHO B  NPOQUIAKTHKE
¥ MOHHUTOPHHTOBAaHHMHU CEPACHHO-COCYAUCTBIX 3ab0JeBaHuil,
JUIA  OLUEGHKH  (QYHKIMA  TIeYeHH, IKEITYHOTO  Iy3bIPS
M KHUIICYHUKA.

MNPUHLIUII METOJA

Merton KOJOPHMETPHUYECKHH, 3H3MMATHUECKUH C 3cTepasoi

u okcuaasoi xonecrepuna (CHOD/PAP).

adupsI Xonectepuxa + H20 %xoneaepmu + JKUPHBIE KHCIIOTHI

xosecreput + O2 CHO pxonecr-4-un-3-on + Hy0»

2 H20: + 4-aMuHOaHTHIIHPHH + (eHon POD  xynonnwmn + 4 H20
(KpacHast OKpacka)

MHTeHCHBHOCTD  OKpackd  IpsAMO  HPONOPLMOHAIbHA

KOHIIEHTPAIMH XOJIECTEPHHA.

PEATEHTbBI
Cocrap Ha0opa
Kar.Ne 4-204 Kat.Ne 4-404
(mratus-24) (mraTtuB-36)
1-REAGENT 6 x 60 M 10 x 25 mn

TIpu temneparype 2-8°C, peareHT coxpaHseT cTaOHIbHOCTD B
TEYEHUU BCETO CpOKa INOAHOCTH, YKA3aHHOI'O Ha YIAKOBKE.
CrabunbHocTh Ha OopTy ananmmsatopa mpu  2-10°C
cocrasisiet: 1u1s Prestige 24i - 8 Henenp, Biolis 24i Premium
- 12 nenens.

KOHHeHTpalIl[l[ KOMIIOHEHTOB B peareHre

Bydep I'yna (pH 6,4) < 120 Mmonb/n
denon < 6 MMOJIB/TT
4-amuHOaHTHIMPHUH (4-AA) < 0,4 mmou/t
Xomnunscrepasza (CHE) < 4 MKKat/n
Xonecrepunokeuaza (CHO) < 5 MKKat/I
Ilepokcunasa (POD) > 24 MKKaT/I1

KOHCEPBaHTHI, MOIOIIIME CPE/ICTBA, CTaGPlJ'IHSaTOpLI

PRESTIGE 24i LQ CHOL

Ipenynpesxaenusi 4 npuMeYaHus

= JlpemoxXpaHAThb OT TNpPAMBIX  COJHEYHBIX  JIydei
M 3arps3HeHus!

* BuuMaTenbHO mpoyMTaiitTe mHacmopT — 6e3omacHoOCTH
xumudeckoi mpoaykiuun (MSDS), KOTOpbIi comepKUT
nospoOHyI0 HMHGOPMAIMIO O TpaBWiIax 6e30MacHOro
XPaHEHHUs ¥ UCIIONb30BAHMS TOBApA.

= 1-REAGENT c00TBeTCTBYeT KPHTEPHUSIM KIACCHPHKAIUU
cornacHo nocranopyieHnto (EC) Ne 1272/2008.

Buumanue

H319 Bri3biBaeT cepbé3Hoe pa3apakeHue rias.
P280 Ilonb30BaThbCsl 3AIMTHBIMH TEPYATKAMH,
3aLIMTHON OJEXKIOM, CPeICTBAMH 3alLIMUThHI I71a3
WJIM JTUIA.

P305+P351+P338 Ilpu mnomaganum B ruaza: OCTOPOXKHO

TIPOMBITH TIJ1a3a BOHOﬁ B TCYCHUEC HECKOJIbKUX MHUHYT. CuaTh

KOHTAKTHBIC JIMH3bI, €CJIM Bbl MOJIL3YETECh UMU U €CIIU 3TO

JIeTKo cenath. IIpooKHTE IPOMBIBAHHUE I'JIa3.

BUOJOTMYECKUA MATEPHAJT

CbIBOPOTKA WM IUIa3Ma KPOBH, B3ATOH Ha remapuH 1100
EDTA (comu smTHeBas, HaTpueBas WIM aMMOHHEBas)
0e3 cres0B reMonnsa.

Tlepen or6opoM KpOBH TAIleHT JOJDKEH rOJ0JaTh HE MEHee
12 gacos. HenocpeacTBeHHO nepe My HKIHEH, PEKOMEHTy eTCs
HAXOJIUTCS B PACCIIa0ICHHOM ITOJIOKEHUH B TeueHne 30 MUHYT.
Kposb He0OXx0aumMo Opath U3 BEHBI.

OpHTPOIUTEI  CIeMyeT MAaeKCUMAalbHO OBICTPO OTJCIHUTH
OT CbIBOPOTKH.

3HaueHUS XOJIECTepPHHA B IU1a3Me 00bIYHO Ha 3-5% Hibke, yeM
B CBIBOPOTKE.

CbIBOPOTKA M IJIa3Ma MOTYT XPaHHUThCS B TE€4eHHE 3 aHEH
nipu Temneparype 2-8°C, nmbo 6 mecsies npu -20°C.

Tem He MeHee, peKOMEHIyeTCS IPOBOAUTH OIpPEEICHUST
Ha CBEKEB3ATOM OHOJIOTHYECKOM MaTepuae!

NMPOLEIYPA ONIPEJAEJIEHUSA

1-REAGENT roToB K HCTIOJIb30BaAHHIO.

1-REAGENT cTaBuTCS B INTaTHB B IO3UIMI0 OCHOBHOTO

peareHTa.

B KauecTBe OJaHK-peareHTa PEKOMEHIYETCs MCIOJIb30BaTh

JICHOHU30BaHHYIO BOY.

Heo0xoaumbie aeiicTBus:

* Biolis 24i Premium: IIpu BBINOJHEHNUH aHAJIHU30B
Ha aHAJM3aTOpe, BO3MOXXHO MHCKaXXCHHE PpEe3yJIbTaTOB
AHAJINA30B, BBI3BAHHOC MNEPEKPECTHLIM 3arpfA3HeHueM
mexnay pearentamu: CHOL — LIPASE, CREATININE -
CHOL. Yto0sl u3bexarh storo sddekra, ciemyiite
PEKOMEHJAIUAM, COZlepIKALIIMCS B HMHCTPYKLIUH
51_03_24_008_BIOLIS_24i_PREMIUM_CARRYOVER.

= Biolis 30i: [Ipu BeImONHEHNM aHATM30B HA aHAIH3ATOPE,
BO3MOXKHO HCKa)KEHUE PEe3y IbTaTOB aHAN30B, BEI3BAHHOE
HEepPeKpPeCTHbIM 3arpfA3HeHUueM MEXAy pearcHTaMu:
CHOL - LIPASE. Ytobsl n3bexats 3toro s¢ddexra,
cliety#iTe peKOMEHIAIIAM, COJEPHKAIMMCS B HHCTPYKITHU
51_03_24_009_BIOLIS 30i_CARRYOVER.
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PE@®EPEHTHBIE BEJIMYHUHbI

CBIBOPOTKA / IIa3Ma MI/an MMOJIB/TT

nern ® <lrox 66,1 —228,5 1,71 -591
1-19 ner 111,4-202,2 2,88 -5,23

B3pocibie 101! <190 <5,0

Kaxmoif maboparopuu peKoMeHmyercsi pa3paboTaTh CBOM
COOCTBEHHbIE HOPMBI, XapakTepHble Juisi 00CiIeayeMoro
KOHTHHTCHTA.

KOHTPO.JIb KAYECTBA

Jliss BHYTpEeHHEro KOHTpOJS, PEKOMEHAYETCsl UCIOJIb30BATh
KoHTpoJbHble  chiBopotkh  CORMAY  SERUM  HN
(Kar.Ne 5-172) m CORMAY SERUM HP (Kar.Ne 5-173)
a rakke CORMAY LIPID CONTROL LEVEL 1
(Kar.Ne 5-179) m CORMAY LIPID CONTROL LEVEL 2
(Kat.Ne 5-180) st kaxkoi cepun M3MEepeHui.

Jins KaIuOPOBKH aBTOMAaTHYECKUX aHAJM3aTOPOB
peKOMeHyeTCst HCTIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
uLEVEL 2 (Kar.Ne 5-175, 5-177).

KanunbpoBouHylo KpHBYIO CIEIyeT COCTaBIIATh KaK/ble
8 menens (Prestige 24i) wmm  kaxaele 12 Hemens
(Biolis 24i Premium), npu Ka)<0ii CMEHE JIOTa peareHTa Hin,
ecim pe3yibTaThbl KOHTPOJIsA KadJecTBa HE nonagaroT
B pedepeHCHBII AnanasoH.

XAPAKTEPUCTHUKH ONIPEJEJEHUST

OTH METPOJIOrHYEeCKUE XapaKTePHCTHKH OBLIN MOJyYEHBI IPH
WCIIOJBb30BaHMU aBTOMAaTHYeCKOro anaiausaropa Biolis 30i.
JInd pasnUYHBIX aHAIW3aTOPOB U PYYHOTO OINPECIICHHS
Pe3ynbTaThl MOTYT Pa3IM4aThCs.

= LoB (npenena 6;1anka):
0,0 mr/mt (0,0 MmoIIB/T)

= LoD (npenen obHapy:kenus): 1,4 mr/nn
(0,036 Mmmob/i1)

=  LoQ (mpesaeJ KOJIM4eCTBEHHOTO ONpe/IeIeHHs):
14 mr/a (0,36 MMouts/im)

= JluHeiiHOCTh:
110 1000 mr/mt (25,9 Mmmous/i)

= Crnemnpuynocts / UnTepdepenuun

T'emorno6un no 0,31 r/mn, ackopbar no 62 mr/a, Gunupyoun
no 20 mr/mn wm tpurimuepuasl 1000 Mr/an He BIMAIOT
Ha Pe3yJbTaThl ONPEICICHUI.

= TouHocTh

IoBTOpsiemocTh Cpennee SD Ccv
(mexay cepusmu) n = 20 [mr/m]| | [mr/ma] [%]
ypoBeHs 1 2539 4,24 1,67
YpoBeHb 2 107,1 2,87 2,68
BocnpousBoaumoctb Cpennee SD (&)%)
(u30 aus B 1ewb) n = 80 [mr/m]| | [mr/ma] [%]
YpOBeHb | 256.,8 6,51 2,5
YpOBeHb 2 109,0 2,54 2,3

PRESTIGE 24i LQ CHOL

= CpaBHeHHEe MeTOJa

CpaBHeHHE  pe3yJIbTaToB  ONpEIENCHHs  XOJeCTepHHA
nony4eHHbIX Ha aHanuszatope Biolis 30i (y) 1 nra BECKMAN
COULTER AU680 (x) ¢ wucrnoib3oBanueM 57 o00pasioB
CBHIBOPOTKH JaJI0 CIEIYIOUINE Pe3yIbTaThl:

y =0,9489 x + 11,8 mr/mm;

R =0,997 (R — k03 HHIMEHT KOPPETTSIINH)

YTUWIM3ALIUA OTXO10B
B cootBeTcTBHHM € TOKANBHBIME TPEOOBAHHUSAMH.
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PRESTIGE 241 LQ CHOL
PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITALUS nasi:
e Prestige 24i, Biolis 24i
Item name | 5 | CHOL |
Data information Calibration
Units | mg/dl | Type | Linear
Decimals 1 | Standard
#1 * #4
Analysis #2 * #5
Type END #3 #6
Main W.Lengthl 505
Sub W.Length2 700 Normal Range
Method CHOD-PAP Male Female
Low High Low High
Corr Serum 0 200 0 200
[ Inter | Urine
Y= X+ | 0.000 | Plasma
CSF
Dialysis
Other
Item name | 5 | CHOL |
Aspiration Data Process
Kind | Single | Read Absorbance Limit
Start End [ Low [ -0.100
Volume [ Main 46 47 [ High [ 2.000
Sample 3 ['sub 9 10
Reagentl 250 ul
Reagent2 Factor |Endpoim Limit |2.000
[Blank correction [1.0000 | [Linear Check (%) |
Third Mix. [ OFF |  Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Dil2
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 3.000 | First
Second Low
Third Low
Item name | 5 | CHOL ‘
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 20 750
Urine
Plasma
CSF
Dialysis
Other
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Item No. 5 Item Name CHOL Optical
Data information Calibration
Units [ mg/dl | Type [ Linear2
Decimals 1 | Std sample conc.
Blank 0 #1 [ = [#2 e
Analysis #3 #4 | [#5 |
Type END method #6
Main Wave Length 505nm
Sub Wave Length 700nm
Method CHOD-PAP
Correlation
Slope Intercept
Y=11 X+10
Ttem No. 5 Ttem Name CHOL [ Optical
Aspiration Data Process
Kind [ Single Read Start End
Vol. Main 46 47
Kind Vol. Add Units Sub 9 10
Sample 3 5 ul
Reagent 1 200 10 ul Abs.Limit  Low High
[-01 |~ |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. 5 Item Name CHOL Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0 200 0 200 Serum
Urine Urine
Plasma Plasma
CSF CSF
Dialysis Dialysis
Other Other
Ttem No. 5 Item Name CHOL | Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON |
| Lower | OFF
Auto Rerun Range (Conc.) | Higher | OFF
. . Low High
First Dil Re Value Dil Re Valie Dil Auto Rerun Condition (Prozone)
Serum 12.95 730
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Dil2
Other
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PRESTIGE 24i LQ CHOL
=  Biolis 30i
Item no 5 Ttem name | CHOL Specimen | SERUM/ PLASMA OPTICAL
Data information Aspiration volume
UNITS | mg/dL | [ TYPE | Single
DECIMALS | 1 |
SAMPLE | REAGENT | | REAGENT 2
Analysis [ voL. @uL) 3 200
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= o | MAIN 46 47
SUB
Blank value
« WATER | ° REAGENT | [ ABS LIMIT
\ -0.1 | TO 2
Calibration
TYPE | Linear 2 | Collection value
STABILITY | | [ ENDPOINT [ 25 |
[ LINEARITY CHECK (%) o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
-LOW VARIATE
Item No 5 Item Name CHOL Specimen | SERUM/PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ | “ON | °OFF |
LOW | HIGH LOW | HIGH
0 | 200 0 | 200 Auto rerun range (conc.)
[ Re [ Value [Di.  [Re [ Value | Dil.
Panic range 14 | | 1000 |
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 |

Data wydania / Date of issue / lata cozganns: 06. 2023.
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