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PRESTIGE 241 HDL DIRECT

Nr kat. 4-179, 4-479 (PL)
ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia frakcji HDL
cholesterolu (metoda  bezposrednia), 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

Lipoproteiny ~ osocza s3  sferycznymi  czasteczkami
zawierajacymi cholesterol, triglicerydy, fosfolipidy i biatka.
Proporcja ilosci biatek do ilosci lipidow decyduje o gestosci
lipoprotein, ktora jest podstawa ich klasyfikacji. Wyrdznia si¢
nastgpujace klasy lipoprotein: chylomikrony, lipoproteiny
o bardzo niskiej ggstosci (VLDL), lipoproteiny o niskiej
gestosci (LDL) i lipoproteiny o wysokiej gestosci (HDL).
Rolag HDL jest transport cholesterolu z tkanek obwodowych
do watroby. Niski poziom HDL wiaze si¢ ze zwigkszonym
ryzykiem choroby wiencowej. Oznaczenie stgzenia frakcji
HDL cholesterolu wykorzystuje si¢ do identyfikacji pacjentow
wysokiego ryzyka.

ZASADA METODY

Zestaw  stuzy do  bezposredniego oznaczania HDL
cholesterolu w surowicy i osoczu metoda homogenna,
bez uprzedniego przygotowania i odwirowywania probki.
Metoda z selektywnym detergentem i akceleratorem.
Podczas  pierwszej fazy, czasteczki LDL, VLDL
i chylomikronéw uwalniajag wolny, nie pochodzacy z frakcji
HDL cholesterol, ktory poddany enzymatycznej reakcji
produkuje nadtlenek wodoru, ktory jest nastgpnie rozktadany
z udziatem peroksydazy i DSBmT. Na tym -etapie
nie dochodzi do utworzenia zadnego barwnego zwiazku.
Podczas drugiego etapu, swoisty detergent rozpuszcza HDL-
cholesterol.

W polaczeniu z dziataniem oksydazy cholesterolu (CO)
i esterazy cholesterolu (CE) oraz peroksydazy i 4-AAP
rozwija si¢ barwna reakcja, ktora jest proporcjonalna
do stezenia HDL-cholesterolu.

Akcelerator + CO
LDL,VLDL,Chylomikrony—————— NiereaktywneLDL, VLDL, Chylomikrony
DSBmT + Peroksydaza

Esteraza cholesterolu
HDL-C + Selektywny Detergent P chol + H20:
Oksydaza cholesterolu

Peroksydaza

H20: + 4-AAP + DSBmT barwny produkt

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-179  Nr kat. 4-479

(statyw-24) (statyw-36)
1-Reagent 4 x40 ml 6x23ml
2-Reagent 4x15ml 6x9ml

PRESTIGE 24i HDL DIRECT (Il GENERACIJA / Il GENERATION / Il IIOKOJIEHUE)

Nr kat. 4-179  Nr kat. 4-479

(statyw-24) (statyw-36)
Ilos¢ testow
Prestige 24i 630 540
Biolis 24i Premium 770 670
Biolis 30i 760 670

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwalo$¢ do daty waznosci podanej na opakowaniu. Stabilno$¢
odczynnikow  przechowywanych na pokladzie aparatu
w temp. 2-10°C: Prestige 24i - 12 tygodni, Biolis 24i Premium
— 12 tygodni.

Stezenia skladnikéw w zestawie

1-Reagent

Bufor

Oksydaza cholesterolu (E.coli) <1000 U/
Peroksydaza (chrzanowa) <1300 ppg U/l
S61 dwusodowa N,N-bis (4-sulfobutylo)-m- <1mM
toluidyny disodium (DSBmT)

Akcelerator <1mM
Konserwant < 0,06 %
Oksydaza askorbinianowa (Curcubita spp.) <3000 U/
2-Reagent

Bufor

Esteraza cholesterolu (Pseudomonas spp.) <1500 U/
4—aminoantypiryna (4-AAP) <1mM
Detergent <2%
Konserwant < 0,06 %

Ostrzezenia i uwagi
= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobrane na heparyng lub EDTA.
Serum, heparinized or EDTA plasma.

Antykoagulanty zawierajgce cytrynian nie powinny by¢
stosowane.

Przed pobraniem krwi pacjent powinien zachowa¢ $cista dietg
(12-14 godzin).

Surowica: Nalezy pobra¢ krew zylng 1 pozostawi¢
do wykrzepiania. Odwirowa¢ i oddzieli¢ surowicg od krwinek
czerwonych  tak  szybko jak to  jest mozliwe
(w ciagu 3 godzin).

Osocze: Probki nalezy pobra¢ na EDTA lub heparyng litowa
badz sodowa. Odwirowa¢ i oddzieli¢ osoczg¢ od krwinek
czerwonych  tak  szybko jak to  jest mozliwe
(w ciagu 3 godzin).

Surowica i osocze nie powinny pozostawa¢ w temp. 15-30°C
dhluzej niz 14 godzin. Jesli test nie zostanie wykonany w ciagu
14 godzin, surowica lub osocze powinny by¢ przechowywane
w temp. 2-8°C do 1 tygodnia. Probki przechowywane w temp.
—20°C sg stabilne przez 3 miesiace. Probki moga by¢ mrozone
tylko raz.

Jednak polecamy wykonanie badan na $wiezo pobranym
materiale biologicznym!
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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
oznaczefn na analizatorze, moze wystgpi¢, wpltywajacy
na wyniki oznaczen, efekt przeniesienia pomigdzy
odczynnikami: HDL DIRECT — LIPASE II GEN, HDL
DIRECT - TG, HDL DIRECT - TG MONO, HDL-
DIRECT — UA. W celu uniknigcia tego efektu nalezy
zastosowa¢ 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
oznaczen, efekt przeniesienia pomig¢dzy odczynnikami:
HDL DIRECT — TG mono, HDL DIRECT — LIPASE,
HDL DIRECT - UA, HDL DIRECT - URINE
PROTEINS. W celu unikniecia tego efektu nalezy
zastosowaé sie do zalecen zawartych
w instrukeji: 51_03_24 009_BIOLIS_30i_CARRYOVER.

WARTOSCI PRAWIDLOWE *

. 40 — 60 mg/dl
surowica / osocze

1,04 — 1,55 mmol/l

Poniewaz na poziom cholesterolu HDL majg wptyw takie
czynniki jak palenie, wysitek fizyczny, hormony, wiek i pte¢
zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresow warto$ci 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 nalezy stosowaé
zestaw CORMAY HDL/LDL CALIBRATOR (Nr kat. 5-178).
Krzywa  kalibracyjna ~ powinna  by¢ sporzadzana
co 12 tygodni (Prestige 24i, 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 §lepej proby):
0 mg/dl (0,0 mmol/1)

= LoD (granica wykrywalnosci):
0,5 mg/dl (0,013 mmol/l)

= LoQ (granica oznaczalnosci):
4,0 mg/dl (0,10 mmol/l)

PRESTIGE 24i HDL DIRECT (Il GENERACIJA / Il GENERATION / Il TIOKOJIEHHUE)

= Liniowo$¢:
do 155 mg/dl (4,01 mmol/l)

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

=  Specyficzno$¢ / Interferencje
Bilirubina bezposrednia (sprz¢zona) do 60 mg/dl, bilirubina
catkowita do 60 mg/dl, hemoglobina do 1 g/dl,
kwas askorbinowy do 100 mg/dl, Intralipid do 1800 mg/dl,
triglicerydy do 2000 mg/dl i gamma-globuliny do 5000 mg/dl
nie wptywaja na wyniki oznaczenia.

= Precyzja

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

poziom 1 73,2 0,43 0,58
poziom 2 30,4 0,22 0,72
Odtwarzalnos¢ (day to day) | Srednia SD Ccv
n=2380 [mg/dl] | [mg/dl] | [%]

poziom 1 80,9 3,55 4.4
poziom 2 32,7 1,46 4,5

=  Poréwnanie metody

Porownanie ~ wynikow  oznaczeh HDL  cholesterolu
wykonanych na Biolis 30i (y) i na ADVIA SIEMENS 1800
(x), z uzyciem 58 probek surowicy, dato nastgpujace wyniki:
y=0,9994 x + 1,4363 mg/dl;

R= 0,986 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowiazujacymi przepisami.

LITERATURA
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3. Warnick, G. Russell, Wood, Peter D. National Cholesterol
Education Program Recommendations for Measurement of
High-Density Lipoprotein Cholesterol: Executive Summary.
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4.Alan H.B. Wu: Tietz Clinical Guide to Laboratory Tests,
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5.Camps, J, Altered Composition of Lipoproteins in Liver
Cirrhosis Compromises Three Homogeneous Methods for
HDL-Cholesterol, Clinical Chemistry, 1999; 45:685-688
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PRESTIGE 241 HDL DIRECT

Cat. No 4-179, 4-479 (EN)

INTENDED USE

Diagnostic kit for determination of HDL-cholesterol
concentration (direct method) used in the 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

Plasma lipoproteins are spherical particles containing varying
amounts of  cholesterol, triglycerides, phospholipids
and proteins. The relative protein and lipid determine
the density of these lipoproteins and provide the basis
on which to begin their classification. The classes
are: chylomicron, very-low-density lipoprotein (VLDL),
low-density-lipoprotein (LDL) and high-density lipoprotein
(HDL). The principle role of HDL in lipid metabolism
is the uptake and transport of cholesterol from peripheral
tissues to the liver. Low HDL cholesterol (HDL-C) levels
are strongly associated with an increased risk of coronary
artery disease. The HDL-C determination is used to identify
high-risk patients.

METHOD PRINCIPLE
The assay is a homogeneous method for directly measuring
HDL-cholesterol concentration in serum or plasma, without
any off-line pretreatment or centrifugation steps.
Accelerator selective detergent methodology.
During the first phase, LDL, VLDL particles
and Chylomicrons generate free non-HDL cholesterol, which
through an enzymatic reaction, produce hydrogen peroxide.
The generated peroxide is consumed by a peroxidase reaction
with DSBmT yielding a colourless product.
During the second phase, specific detergent solubilises
HDL-Cholesterol. In conjuction with cholesterol oxidase (CO)
and cholesterol esterase (CE) action, peroxidase and 4-AAP
develop a coloured reaction which is proportional
to HDL-Cholesterol concentration.
Accelerator + CO

LDL, VLDL, Chylomicrons Non-Reactive LDL, VLDL, Chylomicrons

DSBmT + Peroxidase

cholesterol esterase

HDL-C + Selective Detergent > +H0;

cholesterol oxidase

Peroxidase
H20: + 4-AAP + DSBmT color development
REAGENTS
Package

Cat. No 4-179 Cat. No 4-479
(24-TRAY) (36-TRAY)

1-Reagent 4 x40 ml 6x23ml
2-Reagent 4x15ml 6x9ml

The reagents are stable up to the kit expiry date printed
on the package when stored at 2-8°C.

PRESTIGE 24i HDL DIRECT (Il GENERACIJA / Il GENERATION / Il IIOKOJIEHUE)

Stability on board of the analyser at 2-10°C: Prestige 24i -
12 weeks, Biolis 24i Premium - 12 weeks.

Concentrations in the test

1-Reagent

Buffer

Cholesterol oxidase (E.coli) <1000 U/
Peroxidase (horseradish) <1300 ppg U/l
N,N-bis(sulfobutyl)-toluidine, disodium

(DSBmT) <ImM
Accelerator <1mM
Preservative <0.06 %
Ascorbic acid oxidase (Curcubita spp.) <3000 U/
2-Reagent

Buffer

Cholesterol esterase (Pseudomonas spp.) <1500 U/
4—aminoantipyrine (4-AAP) <1mM
Detergent <2%
Preservative <0.06 %

Warnings and notes
=  Protect from direct sunlight and avoid contamination!

SPECIMEN

Serum, heparinized or EDTA plasma.

Anticoagulants containing citrate should not be used.

Blood should be collected only if the patient has been fasting
for 12 -14 hours.

Serum: Collect whole blood by venepuncture and allow
to clot. Centrifuge and remove the serum as soon as possible
after collection (within 3 hours).

Plasma: Specimens may be collected in EDTA or lithium
or sodium heparin. Centrifuge and remove the plasma as soon
as possible after collection (within 3 hours).

Serum and plasma should not remain at 15-30°C longer than
14 hours. If assays are not completed within 14 hours, serum
or plasma should be stored at 2 - 8°C for up to 1 week.
If specimens need to be stored for more
than 1 week, they may be preserved at less than -20°C
for up to 3 months. Samples may be frozen once.

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: HDL DIRECT
— LIPASE II GEN, HDL DIRECT — TG, HDL DIRECT —
TG MONO, HDL-DIRECT - UA. 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: HDL DIRECT — TG mono, HDL
DIRECT — LIPASE, HDL DIRECT — UA, HDL DIRECT
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— URINE PROTEINS. To avoid this effect follow the
recommendations  contained in  the instruction
51 03 24 009 BIOLIS 30i CARRYOVER.

REFERENCE VALUES *

40 - 60 mg/dl

serum/ plasma
1.04 — 1.55 mmol/l

As HDL cholesterol is affected by a number of factors such
as smoking, exercise, hormones, age and sex, each laboratory
should 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 the CORMAY
HDL/LDL CALIBRATOR (Cat. No 5-178) is recommended.
The calibration curve should be prepared every 12 weeks
(Prestige 241, 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 automatic
analyser Biolis 30i. Results may vary if a different instrument
or manual procedure is used.

= LoB (Limit of Blank):
0 mg/dl (0.0 mmol/1)

= LoD (Limit of Detection):
0.5 mg/dl (0.013 mmol/l)

= LoQ (Limit of Quantitation):
4.0 mg/dl (0.10 mmol/1)

= Linearity:
up to 155 mg/dl (4.01 mmol/l)

For higher concentrations dilute the sample with 0.9% NaCl
and repeat the assay. Multiply the result by dilution factor.

= Specificity / Interferences

Bilirubin conjugated up to 60 mg/dl, bilirubin total
up to 60 mg/dl, haemoglobin up to 1 g/dl, ascorbic acid
up to 100 mg/dl, Intralipid up to 1800 mg/dl, triglycerides
up to 2000 mg/dl and gamma-globulins up to 5000 mg/dl
do not interfere with the test.

= Precision

Repeatability (run to run) Mean SD (0\%
n=20 [mg/dl] | [mg/dl] | [%]

level 1 73.2 0.43 0.58
level 2 30.4 0.22 0.72
Reproducibility (day to day) | Mean SD CvV
n=280 [mg/dl] | [mg/dl] | [%]

level 1 80.9 3.55 4.4
level 2 32.7 1.46 4.5

PRESTIGE 24i HDL DIRECT (Il GENERACIJA / Il GENERATION / Il TIOKOJIEHHUE)

=  Method comparison

A comparison between HDL cholesterol values determined
at Biolis 30i (y) and at ADVIA SIEMENS 1800 (x) using
58 serum samples gave following results:

y=0.9994 x + 1.4363 mg/dl;

R=0.986 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

LITERATURE

1.Gotto, A.M. Lipoprotein metabolism and the etiology
of hyperlipidemia. Hospital Practice 1988; 23 Suppl:1 4-13.

2.Badimon, J. J., Badimon, L., Fuester V. Regression of
Atherosclerotic Lesions by High Density Lipoprotein
Plasma Fraction in the Cholesterol-Fed Rabbit. J Clin Invest
1990; 85:1234-41.

3.Warnick, G. Russell, Wood, Peter D. National Cholesterol
Education Program Recommendations for Measurement of
High-Density Lipoprotein Cholesterol: Executive Summary.
Clin Chem 1995; 41(10):1427-1433.

4.Alan HB. Wu: Tietz Clinical Guide to Laboratory Tests,
4th ed. WB Saunders, 564 (2006).

5.Camps, J, Altered Composition of Lipoproteins in Liver
Cirrhosis Compromises Three Homogeneous Methods for
HDL-Cholesterol, Clinical Chemistry, 1999; 45:685-688.
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PRESTIGE 241 HDL DIRECT

Kar. Ne 4-179, 4-479 (RUS)

MNPEANIOJATAEMOE UCITIOJIb30BAHUE
JInarHOCTHYECKNi HaOOp JUIA ONpeneNeHHs KOHICHTPAIUU
xonecrepuna JIIIBIT (mpsiMoit MeTon). J{MarHOCTHYECKHI
Habop NpeaHa3HAYCH JUISE HCTIONB30BAHUS
HA aBTOMATHUYECKHX OHMOXMMHYECKHX AaHaIA3aTopax Prestige
24i, Biolis 24i, Prestige 24i Premium, Biolis 24i Premium,
a Taroke Biolis 30i.

Pearentnt JOJDKHBI MCITOJIB30BAaThbCSA TOJBKO AJII JUArHOCTUKH
in vitro, kBaIU(UIMPOBAHHBIM JIAOOPATOPHBIM EPCOHAIIOM,
B nesx, pioiss KOTOPBIX OHH TIpeIHa3HA4YCHBI,
B COOTBETCTBYIOIIINX na6opaTopHle YCIOBHSX.

BBEJEHUE

HI/IHOHPOTCI/IHLI TIJ1a3Mbl ABJIAOTCA Cq)CpH‘—ICCKPIMI/I
YqaCTUIlaMHu, coaepKamuMu TIEPEMCHHBIC KOJIM4YECTBa
XOJIECTepHHA, TPUMIHLEPUI0B, (Gocdonunugos u GenKoB.
CoorHorieHune Genka u Jmnyuaa OnpeaeisaeT IIOTHOCTh 3TUX
JIMTONIPOTEMHOB M CIYXHUT OCHOBOH HX KiIacCU(HKAIUH.
Paznnyator CIIeLyIoIIHe KJIaCChI JIMTIONPOTEHHOB!
XUJIOMHKDOHBI, JIUIONPOTCHHBI OYeHb HH3KOHW ILIOTHOCTH
(JITIOHII), numompoTerHbl HHU3KO# moTHocTH (JITTHIT)
U JIMIONPOTEMHBI  BBICOKOM  ruioTHoctH  (JITIBII).
IpuxinuaneHas pons JIIIBIT B Meraboin3me JIHITHIOB
COCTOMT B oOpaTHOM  TpaHCHOpTe  XOJecTepHHa
or mnepudepudeckux TKaHeW Kk mnedeHd. Huskuit ypoBeHb
xonectrepuna JIIIBII ctporo cBs3aH ¢ yBelMYeHHEM pHCKA
cocynuctbix Oonesneil. Onpenenenne HDL-C ucrnonb3yercst
IS BBISIBIICHUSI NTAIIMEHTOB C BBICOKOW CTEHEHBIO PUCKA.

NPUHIMUII METOJA

AHanu3 TnpesicTaBIseT COOOH TOMOTEHHBIH METOJ NPSIMOTO
n3MepeHns KoHueHtpanun HDL-Xonectepyna B CBHIBOPOTKE
WM TIasMe KpoBHW, 03 NpeaBapUTenbHOM 00paboTKM Wil
HeHTpudyrupoBaHus.

VYcKkopHTenb BEIOOPOYHOH METOMOIOTHH IETEPreHTa.

Ha nepsom stane, LDL, VLDL uactuiusl 1 XUIOMHKPOHBI
reHepupytoT cBobGoansiii He-HDL xonectepus, KOTOpbIi
C HOMOIIBIO (PePMEHTATUBHON PEAKLHH, BBIIEIACT HMEPEKHUCH
BOZIOPOJIA. IMonyuennas NepeKHch noTpedseTcs
B mepokcugasHod peakuun ¢ DSBmT ¢ nomyuenuem
0eCIIBETHOTO IIPOTYKTA.

B xome Broporo orama, crenuHUUECKUH  IETepreHT
pactBopsier HDL-xonectupun. B codetanum c jedictBuem
xonectupunookcuaassl (CO) n xonecrepundcrepassl (CE),
nepokcuaaza u  4-AAP  co3maer 1BETHYI —peakLHIo,
MPONOPLHOHANBHYIO KoHLIeHTpaunun HDL-xonectupuna.

Kamanusamop+ CO
LDL, VLDL, Xusiomuxpon Hepeaxtunpiii LDL,VLDL, Xuomukpon
DSBmT + Iepoxcudaza

XOJecTepuHICTEpasa
HDL-C + CentexTHBHbIii fieTeprent
XOJICCTUPHHOOKCH1a3a

xonecrenon + H02

Iepoxcudasa

H20: +4-AAP + DSBmT LBETOBAS PEAKIHS

PRESTIGE 24i HDL DIRECT (Il GENERACIJA / Il GENERATION / Il IIOKOJIEHUE)

PEATEHTBI
CocraB HaGopa
Kar. Ne 4-179 Kar. Ne 4-479
(mraTus-24) (mrraTuB-36)
1-Reagent 4 x 40 mn 6x 23 mn
2-Reagent 4x 15mn 6x 9 M

IIpu Temmnepatype 2-8°C, peareHTbl COXPaHSIOT CTA0OMILHOCTD
B TEYCHHE BCErO CPOKa TOAHOCTH, YKA3aHHOTO Ha YIAKOBKE.
CTaOWIbHOCTh pEareHToB Ha OOpTy aHamM3aTopa Ipu
temit. 2-10°C: mis Prestige 24i — 12 uepmens, s Biolis 24i
Premium — 12 Henens.

Konuel-rrpaunu KOMIIOHEHTOB B peareHrax

1-Reagent

Bydep

Xomnecreponokcunasa (E.coli) <1000 Ex/n
Ilepokcunasa (xpeH) <1300 ppr En/n
N,N- 6uc(cynb(HoOyTHIOBBIM) TOTYHANH, <1uM
nByHatpueBblii (DSBmT)

Karanuzatop <1 MM
Koncepsant < 0,06 %
Ackopounokcunasa (Curcubita spp.) <3000 Ex/n
2-Reagent

Bydep

Xonecreponacrepasa (Pseudomonas spp.) <1500 Eq/n
4-amuHoanTHNUPUH (4-AAP) <1mMM
Jlereprent <2%
Konceppant < 0,06 %

Ipexynpexaenus 1 NpUMevaHust
= JlpenoxpaHATh  OT  HPAMBIX  CONHEYHBIX  JydeH
M 3arps3HeHus!

BUOJOTMYECKHUIA MATEPHUAJI

ChIBOpOTKA WM IUIa3Ma KPOBH, COOpAaHHBIE HA TeMapuH WM
OJTA. AHTHKOAryJsIHTBI, COJEp)KalHe LUTPAT HE JOJIKHBI
HUCIIONIB30BATHCS.

CriBopoTka: Cobepute BCIoO KpOBb BEHEIYHKINH M JaiiTe eif
cBepHYThCs. 1eHTpHbyrupyiiTe n ynamure CbIBOPOTKY, Cpazy
nocie coopa (B TeueHue 3 4acoB).

ITnasma: O6pasmer MoryT coduparbest B mpobupku ¢ DTA
WIM JHMTUETO WM HaTpHero remapuHa. LlenTpudyrupyiite
U ygamuTe IasMy cpasy ke mocie cOopa (B TeueHHe
3 yacos).

CBIBOPOTKA M TUIa3Ma HE JOJDKHA XpaHUThes mpu 15-30°C
Gonee 14 yacos. Ecnu ananu3 He ObL1 npoBeieH B TeueHue 14
4acoB, CHIBOPOTKA WM  IIa3Ma  MOTYT — XPaHHTCS
npu 2-8°C B teuenue | Henenmu. Ecnu oOpasen 1omkeH ObITh
COXpaHEH JOJNbIIC YeM Ha | Helelmo, OH MOXET XPaHUThCS
nipu -20°C o 3 mecsues. [loBropHoe 3amopaxkuBaHue npoOsI
HE JIOIyCKaeTcsl.

Tem He MeHee, PEKOMEH/IyeTCsl TIPOBOUTH HCCIEOBAHUS Ha
CBEXKECOOPAHHOM OHONIOTHYECKOM MarepHane!
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MPOLIEIYPA ONPEJEJEHUS

1-Reagent rotoB K HCIIOIB30BaHHIO.

1-Reagent ciemyeT yCTaHOBUTb Ha IITATUB B IO3MLMHU

OCHOBHOTO PearcHra.

2-Reagent craBuTCS B IIO3HIHMIO CTapTOBOTO pearcHTa

Ha IITATHB PEarcHTOB.

B KkadectBe OmaHKa ~ PEKOMEHJYETCS  MCIOJB30BaTh

JICHOHU30BaHHYIO BOJTY.

Heo0xonumble aeiicTBus:

" Biolis 24i Premium: IIpy BBINOJHEHWH AHAIHM30B
Ha aHAIM3aTope, BO3MOXKHO HCKa)KEHHE DE3yIbTaToB
AHAIM30B, BBI3BAHHOEC HEPEKPECTHLIM 3arpsi3HeHHeM
mexay pearentamu: HDL DIRECT — LIPASE II GEN,
HDL DIRECT - TG, HDL DIRECT — TG MONO, HDL-
DIRECT - UA. UYro0Osl wu3bexarb 5Toro sddexra,
crenyiite PEKOMEHAALUSIM, COIePIKALIMCS B
HMHCTPYKLUH
51 03 24 008 BIOLIS 24i PREMIUM_CARRYOVER.

" Biolis 30i: IIpu BeIMONTHEHNH aHATN30B HAa AaHATH3ATOPE,
BO3MOKHO  MCK@XEHHE  Pe3ylbTaToB  aHAIM30B,
BBI3BAHHOC IIE€PEKPECTHBIM _ 3arPsi3HEHHEM  MEXIy
pearentamu: HDL DIRECT — TG mono, HDL DIRECT
— LIPASE, HDL DIRECT - UA, HDL DIRECT -
URINE PROTEINS. Yrto6bl usbexars 3toro sddekra,
cienyiite PEKOMEHIALHAM, colepKaIIMCs B
HMHCTPYKIMH:
51_03_24_009_BIOLIS_30i_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI *

CBIBOPOTKA / 40 — 60 mr/on
frasma 1,04 — 1,55 mmons/n

Tlockonbky Ha KoHLEeHTpauuio xonecrepuna JIIIBII Biuser
GombIIoe  KONMYECTBO (PAKTOPOB, TAKMX KaK KypeHHe,
(1)1’131/[‘{6CKI/I6 Harpys3kd, TOPMOHBI, BO3pPacT W TIIOJ, Ka)K]Z[Oﬁ
nabopaTopun PEeKOMeHTyeTCs paspaboTath CBOH
COOCTBEHHBIE HOPMBI, XapaKTepHBIE JUIA  00CIETyeMoro
KOHTHHI'CHTA.

KOHTPO.JIb KAYECTBA

JUnst BHYTPEHHETO KOHTPOJIS, PEKOMEHIYeTCs HMCIOIb30BaTh
KoHTpoJbHble  chiBopotkd  CORMAY  SERUM  HN
(Kar.Ne 5-172) 1 CORMAY SERUM HP (Kar.Ne 5-173)
a Takke CORMAY LIPID CONTROL LEVEL 1
(Kar.Ne  5-179) n CORMAY LIPID CONTROL
LEVEL 2 (Kar.Ne 5-180) st Kaxx10if cepuu U3MepeHuii.

L[J'lﬂ KaJ'II/I()pOBKPl ABTOMAaTHU4YCCKUX AHAJIN3aTOPOB
pexomenayercss CORMAY HDL/LDL CALIBRATOR
(Kar. Ne 5-178). KamuOpoBouHyH KpHUBYI  CIEIyeT
coctaBisATh Kaxple 12 Hemenb (st Prestige 24i, Biolis 24i
Premium), mpu kaxmoil cMeHe JOTa peareHTa U B Cllydae
HEOOXOMMMOCTH, HAaIlp. €CIIH PE3yIbTaThl ONPEJCIICHHS
KOHTPOJIFHBIX CHIBOPOTOK HE MONAJal0T B pedepeHTHbIi
JIAaITa30H.

XAPAKTEPUCTUKHU ONPEJAEJIEHUSA

Ot METPOJIOTHIECKUE XapaKTCPUCTHKH ObLTH TIOJTY4CHBI TIPH
HCIIONB30BAHAN ABTOMAaTHYECKOrO aHaIM3aTopa
Biolis  30i. Pesynbrarbl, mNONydYeHHblE HA  JPYTHX
aHaIM3aTopax ¥ BPYYHYIO MOTYT OTJIHYAThCS.

= LoB (nmpeaen 61aHka):
0 mr/m (0,0 MMOJTB/IT)

= LoD (npenes o0Hapy:KeHus1):
0,5 mr/mm (0,013 mmoib/m)

PRESTIGE 24i HDL DIRECT (Il GENERACIJA / Il GENERATION / Il TIOKOJIEHHUE)

= LoQ (mpeaes KOJHYeCTBEHHOTO ONpeieTeH s ):
4,0 mr/an (0,10 mmons/m)

= JluneiinocTh:

10 155 mr/nn (4,01 Mmonb/in)
Jlnss  Gomee BBICOKMX —KOHIIGHTpaIWif, mpoObl cieayer
paz6aBute 0,9% NaCl u mnoBroputh aHamu3. Pesynbrar
clielyeT YMHOXHTb Ha (hakTop pa3Be/IeHus.

= Cnenudpuunocts / Untepdepenuun
[Ipsmoii  Owanpyomn mo 60 wmr/mn, obumi OumupyOHH
qo 60 wmr/ma, remormobmH go 1 r/mm,  ackopbar
o 100 mr/mn, Warpanunua 1o 1800 mr/mn, Tpuriauuepuast
mo 2000 mr/mt w ramma-rnoOyaumHel g0 5000  mr/mn
HE BIMSIOT Ha PE3YJIbTAThl OLPE/ICIICHHIL.

=  ToyHocTh

IoBTOpsieMocTH Cpenuee SD (6)%
(mexay cepusimu) n =20 | [mr/an] [mr/pn] [%]
ypoBeHb 1 73,2 0,43 0,58
YpOBeHb 2 30,4 0,22 0,72

BocnpousBoanmMocTb Cpennee SD CV
(130 JiHs B JieHb) n = 80 [mr/mn] [mr/ ] [%]
ypoBeHs 1 80,9 3,55 4.4
YpOoBeHb 2 32,7 1,46 4.5

= CpaBHeHHe MeTO/1a

CpaBHeHue pe3ynbratoB onpenenenus HDL, npousseneHHbIX
Ha Biolis 30i (y) u ma ADVIA SIEMENS 1800 (x)
C UCIONIb30BaHUEM 58 00pa3IoB CHIBOPOTKH JJANI0 CIELYIOIIHE
Ppe3yIbTaThL:

y=0,9994 x + 1,4363 mr/m;

R= 0,986 (R — K03 HHUIHEHT KOPPEISAINH)

YTUWIN3ALUA OTXO10B
B cooTBeTCTBHY € TOKAIBHBIMU TPEOOBAHUSIMH.

JIUTEPATYPA

1.Gotto, A.M. Lipoprotein metabolism and the etiology
of hyperlipidemia. Hospital Practice 1988; 23 Suppl:1 4-13.

2.Badimon, J. J., Badimon, L., Fuester V. Regression
of Atherosclerotic Lesions by High Density Lipoprotein
Plasma Fraction in the Cholesterol-Fed Rabbit. J Clin Invest
1990; 85:1234-41.

3. Warnick, G. Russell, Wood, Peter D. National Cholesterol
Education Program Recommendations for Measurement
of High-Density Lipoprotein Cholesterol: Executive
Summary. Clin Chem 1995; 41(10):1427-1433.

4.Alan H.B. Wu: Tietz Clinical Guide to Laboratory Tests,
4th ed. WB Saunders, 564 (2006).

5.Camps, J, Altered Composition of Lipoproteins in Liver
Cirrhosis Compromises Three Homogeneous Methods
for HDL-Cholesterol, Clinical Chemistry, 1999; 45:
685-688.

Jlara uznanus: 04. 2021

str. / page / cTp. 6/9

51_03_05_043_01



PZ CORMAY S.A.

ul. Wiosenna 22,

05-092 Lomianki, POLSKA
tel.: +48 (0) 81 749 44 00
fax: +48 (0) 81 749 44 34
http://www.cormay.pl

3

»w
CORMAY

=  Prestige 24i Premium, Biolis 24i Premium

PRESTIGE 241 HDL DIRECT

PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITAIIUS poisi:

= Prestige 24i, Biolis 24i

Item name | 6 ‘ HDL-D ‘
Data information Calibration
Units [ mg/dl \ Type [ Linear
Decimals [1 | Standard
#1 * #4
Analysis #2 #5
Type END #3 #6
Main W.Length1 600
Sub W.Length2 700 Normal Range
Method Direct Male Female
Low High Low High
Corr Serum 40 60 40 60
[ Inter | Urine
Y=[1.000 | X+ [ 0.000 | Plasma 40 60 40 60
CSF
Dialysis
Other
Item name | 6 | HDL-D |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [-0.200
Volume [ Main 51 52 [ High [ 2.000
Sample 3 | Sub 29 31
Reagentl 210 ul
Reagent2 70 Factor [Endpoint 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 | 6 ‘ HDL-D |
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 1.8 168
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i HDL DIRECT (Il GENERACJA / Il GENERATION / II TIOKOJIEHHE)
51_03_05_043_01
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Item No. 6 Item Name HDL-D \ Optical
Data information Calibration
Units [ mg/d1 | Type [ Linearl
Decimals [ 1 | Std sample conc.
Blank 0 #1 [ * [#2 [
Analysis #3 #4 \ | #5 \
Type END method #6
Main Wave Length 600nm
Sub Wave Length
Method Direct
Correlation
Slope Intercept
Y=|1 X+10
Item No. 6 Item Name HDL-D [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 51 52
Kind Vol. Add Units Sub 29 31
Sample 4 5 ul
Reagent 1 180 10 pl Abs.Limit  Low High
Reagent 2 60 10 ul [-0.2 |~ [z
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. 6 Item Name HDL-D Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 40 60 40 60 Serum
Urine Urine
Plasma 40 60 40 60 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 6 Item Name HDL-D [ 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 1.1 200
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Di12
Other

PRESTIGE 24i HDL DIRECT (Il GENERACJA / Il GENERATION / Il TIOKOJIEHHE)
51_03_05_043_01
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PRESTIGE 241 HDL DIRECT
= Biolis 30i
Item no 6 Item name HDL D Specimen | SERUM/ PLASMA OPTICAL
Data information Aspiration volume
UNITS | mg/dL | [TYPE Double
DECIMALS | 1 |
SAMPLE REAGENT | | REAGENT 2
Analysis [ VOL. (uL) 4 180 60
METHOD END method | BOTTLE (ml)
Main Wave Length 600 nm
Sub Wave Length [ FIRST DIL. [
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 52 53
SUB 27 29
Blank value
«WATER | ° REAGENT | [ ABS LIMIT |
0.2 | TO 2
Calibration
TYPE | Linear 1 ‘ Collection value
STABILITY | [ END POINT [2 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
LOW VARIATE
Item No 6 Item Name HDL D Specimen | SERUM/PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ I -ON | °OFF |
LOW [ HIGH LOW [ HIGH
40 60 40 60 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re | Value | Dil.
Panic range 4 ‘ | 155 |
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 co3nanus: 04.2021.

PRESTIGE 24i HDL DIRECT (Il GENERACIJA / Il GENERATION / Il IIOKOJIEHUE)
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