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PRESTIGE 241 LDL DIRECT

Nr kat. 4-180, 4-490 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia frakcji LDL
cholesterolu (metoda bezposrednia), przeznaczony
do wykonywania oznaczen na automatycznych analizatorach
biochemicznych Prestige 24i, Biolis 24i oraz Prestige 24i
Premium, Biolis 24i Premium i Biolis 30i.

Odczynniki powinny by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel, tylko zgodnie
zich przeznaczeniem, w odpowiednich warunkach
laboratoryjnych.

WPROWADZENIE

Lipoproteiny osocza sa sferycznymi czasteczkami zawierajacymi
cholesterol, triglicerydy, fosfolipidy i biatka. Proporcja ilosci
biatek do ilosci lipidéw decyduje o gestosci lipoprotein, ktéra jest
podstawg ich klasyfikacji. Wyrdéznia si¢ nastgpujace klasy
lipoprotein: chylomikrony, lipoproteiny o bardzo niskiej ggstosci
(VLDL), lipoproteiny o niskiej gestosci (LDL) i lipoproteiny
o wysokiej gestosci (HDL).

Lipoproteiny LDL sa syntetyzowane w watrobie przez rézne
enzymy lipolityczne z bogatych w triglicerydy lipoprotein VLDL.
Stezenie  cholesterolu  frakcji LDL  jest  uwazane
za najwazniejszy czynnik kliniczny, z posréd wielu pojedynczych
parametréw powodujacych miazdzycg tgtnic wienicowych.
Doktadny pomiar cholesterolu frakcji LDL ma podstawowe
znaczenie w terapii, ktéra skupia si¢ na redukcji lipidéow
zapobiegajacej miazdzycy te¢tnic, hamujacej jej postgp
i pozwalajacej unika¢ pekania ztogéw miazdzycowych.

ZASADA METODY

Zestaw stuzy do bezposredniego oznaczania LDL cholesterolu
w surowicy i osoczu metodg homogenng, bez uprzedniego
przygotowania i odwirowywania prébki.

Metoda z selektywnym detergentem.

Metoda jest w  formie dwureagentowej 1  zalezy
od wiasciwosci unikalnego detergentu. Detergent ten, zawarty
w 1-REAGENT, rozpuszcza tylko czastki nie zawierajace LDL
(HDL, VLDL, CM). Uwolniony cholesterol jest wykorzystywany
przez esteraz¢ cholesterolu i oksydazg cholesterolu w reakcji nie
dajacej koloru.

Drugi detergent, zawarty w 2-REAGENT, rozpuszcza pozostate
czastki LDL, a chromogen umozliwia powstanie barwnego
produktu. Sprz¢zona z chromogenem reakcja enzymatyczna
z cholesterolem LDL daje barwny produkt, ktory jest
proporcjonalny do ilosci cholesterolu LDL w prébcee.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-180  Nr kat. 4-490

(statyw-24) (statyw-36)
1-REAGENT 4x37,5ml 6x21,5ml
2-REAGENT 4x14,5ml 6x8,5ml
Tlo$¢ testow:

Prestige 24i 670 580
Biolis 24i Premium 630 540
Biolis 30i 640 540

Odczynniki przechowywane w temp. 2-8°C zachowuja trwatosé
do daty waznosci podanej na opakowaniu.

PRESTIGE 24i LDL DIRECT (I GENERACJA / Il GENERATION / Il TIOKOJIEHHE)

Stabilno$¢ odczynnikéw przechowywanych na poktadzie aparatu
w temp. 2-10°C: Prestige 24i - 12 tygodni, Biolis 24i Premium -
12 tygodni.

Stezenia skladnikow w zestawie

1-REAGENT

Bufor

Detergent 1 <1,0 %
Esteraza cholesterolu (Pseudomonas spp.) < 1500 U1
Oksydaza cholesterolu (Cellulomonas spp.) < 1500 U1
Peroksydaza (chrzanowa) < 1300 ppg U/l
4—aminoantypiryna <0,1 %
Oksydaza askorbinianowa (Curcubita spp.) <3000 U/
Konserwant

2-REAGENT

Bufor

Detergent 2 <1,0 %
S6l dwusodowa N,N-bis (4-sulfobutylo)-m-

toluidyny (DSBmT) <10mM
Konserwant

Ostrzezenia i uwagi
= Chroni¢ przed bezposrednim S$wiattem stonecznym
i zanieczyszczeniem!
= Nie zamraza¢ odczynnikéw.
= Nalezy zapozna¢ si¢ z Karta charakterystyki (MSDS), ktéra
zawiera  szczegbtowe informacje  dotyczace  zasad
bezpiecznego przechowywania i stosowania wyrobu.
= 1-REAGENT i 2-REAGENT spetniaja kryteria klasyfikacji
zgodnie z rozporzadzeniem (WE) nr 1272/2008.
Sktadniki:
1-REAGENT oraz 2-REAGENT zawieraja  mieszaning
poreakcyjng 5-chloro-2-metylo-2H-izotiazol-3-onu i 2-metylo-2H-
izotiazol-3-onu (3:1)
Uwaga
H317 Moze powodowac¢ reakcje alergiczng skory.
P280 Stosowaé rekawice ochronne, odziez ochronna,
ochrong oczu lub ochrong twarzy.
P302+P352 W PRZYPADKU KONTAKTU
ZE SKORA: Umy¢ duza iloscia wody z mydtem

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobrane na heparyng sodowa
lub EDTA.

Antykoagulanty zawierajace cytrynian nie powinny byé
stosowane.

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

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

Jesli analiza nie zostanie wykonana natychmiast, prébki moga
by¢ przechowywane w 2-8°C przez 5 dni. Jesli prébki muszg by¢
przechowywane dtuzej niz 5 dni, powinny by¢ przechowywane
w temp. —80°C. Prébki moga by¢ mrozone tylko raz.

Jednak polecamy 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.
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2-REAGENT nalezy ustawi¢ w pozycji startowej w statywie

odczynnikowym.

Do wykonania préby zerowej nalezy uzywaé¢ wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania oznaczen
na analizatorze, moze wystapic, wplywajacy
na wyniki oznaczen, efekt przeniesienia pomigdzy
odczynnikami: LDL DIRECT — LIPASE, LDL DIRECT -
LIPASE II GEN, LDL DIRECT - TG, LDL DIRECT - TG
MONO, LDL DIRECT — UA. W celu uniknigcia tego efektu
nalezy zastosowaé si¢ do zalecen zawartych w instrukcji:
51_03_24_008_BIOLIS_24i_PREMIUM_CARRYOVER.

= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢, wplywajacy na wyniki
oznaczen, efekt przeniesienia pomigdzy odczynnikami:
LDL DIRECT - TG, LDL DIRECT - LIPASE, LDL
DIRECT - UA, LDL DIRECT - URINE PROTEINS.
W celu uniknigcia tego efektu nalezy zastosowaé sig
do zalecen zawartych w instrukcji:
51_03_24_009_BIOLIS_30i_CARRYOVER.

WARTOSCI REFERENCYJNE ’

. ) Doro$li

Klasyfikacja wg NCEP*:

mg/dl mmol/l
Wartosci optymalne <100 <259
Wartosci bliskie optymalnym <130 <337
Wartosci graniczne, wysokie 130 - 159 3,37-4,12
Wartosci wysokie 160 - 189 4,14 - 4,90
Wartosci bardzo wysokie 2190 2492

* National Cholesterol Education Program

Poniewaz na poziom cholesterolu LDL maja wplyw takie
czynniki jak palenie, wysitek fizyczny, hormony, wiek i pte¢
zalecane jest opracowanie przez kazde laboratorium wtasnych
zakresow wartosci prawidtowych charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dotacza¢ surowice kontrolne CORMAY SERUM HN
(Nrkat. 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 HDL/LDL CALIBRATOR (Nr kat. 5-178).

Krzywa kalibracyjna powinna by¢ sporzadzana co 12 tygodni
(Prestige 24i) lub co 12 tygodnie (Biolis 24i Premium), przy
kazdej zmianie serii odczynnika lub w razie potrzeby np. jesli
warto$ci  oznaczenia surowic kontrolnych nie mieszcza sig
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 ré6zni¢ si¢ od podanych.

= LoB (granica §lepej proby):
0,6 mg/dl (0,016 mmol/l)

= LoD (granica wykrywalnosci):
0,7 mg/dl (0,018 mmol/l)

= LoQ (granica oznaczalnosci):
4,5 mg/dl (0,12 mmol/l)

PRESTIGE 24i LDL DIRECT (I GENERACIJA / I GENERATION / I [IOKOJIEHHUE)

=  Liniowosé:
do 700 mg/dl (18,13 mmol/l)

Dla wyzszych stgzen prébke nalezy rozcienczy¢ 0,9% roztworem
NaCl, oznaczenie powtérzy¢, a wynik pomnozy¢ przez
wsp6tczynnik rozcienczenia.

=  Specyficznos¢ / Interferencje

Triglicerydy do 1293 mg/dl, bilirubina bezposrednia (sprz¢zona)
do 20 mg/dl, bilirubina catkowita do 20 mg/dl, hemoglobina
do 0,5 g/dl, kwas askorbinowy do 500 mg/l i gamma-globuliny
do 5000 mg/dl nie wptywaja na wyniki oznaczenia.

= Precyzja

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

poziom 1 140.,5 2,24 1,60
poziom 2 58,2 1,02 1,75
Odtwarzalno$¢ (day to day) Srednia SD (6%
n=2380 [mg/dl] | [mg/dl] [%]

level 1 145,1 73 5,0
level 2 66,5 3,33 5,0

= Poréwnanie metody

Poréwnanie wynikéw oznaczen LDL cholesterolu wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x), z uzyciem 54
prébek surowicy, dato nastgpujace wyniki:

y =1,1066 x — 4,6206 mg/dl;

R =0,992 (R — wspétezynnik korelacji)
UTYLIZACJA ODPADOW

Postgpowac zgodnie z aktualnymi przepisami.

LITERATURA

1. Natio HK., et al, Clin Chem, 41: 132-133, 1995.

2. Seidel D, et al, Internist, 28: 606-314, 1987.

3. Weiland H. and Seidel D., J Lip Res, 24: 904 — 909, 1983.

4. Friedewald W.F..et al, Clin Chem, 18: 499 — 502, 1972.

5. Clinical Laboratory diagnostics: First edition T-H Books,

German; p 172.

. Rifai N., et al, Clin Chem, 38: 150-160, 1992.

7. Alan H.B. Wu: Tietz Clinical Guide to Laboratory Tests, 4th
ed. WB Saunders, 684 (2006).

8. Gotto, AM. Lipoprotein Metabolism and the Etiology of
Hyperlipidemia. Hospital Practice 1988; 23 Suppl:1 4-13.

9. Bachorik P.S. et al. National Cholesterol Education Program
Recommendations for Measurement of Low-Density
Lipoprotein Cholesterol: Executive Summary. Clin Chem
1995; 41(10):1414.

10. Termeh Ahmadraji and Anthony J. Killard. The evolution of
selective analyses of HDL and LDL cholesterol in clinical and
point of care testing. Anal. Methods, 2013, 5, 3612-3625.

[=2)

Data wydania: 06. 2023..

str. / page / ctp. 2/9

51_03_05_049_02




PZ CORMAY S.A.

ul. Wiosenna 22,

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

»w
C€  cormav

PRESTIGE 241 LDL DIRECT

Cat. No. 4-180, 4-490 (EN)

INTENDED USE

Diagnostic kit for determination of LDL-cholesterol
concentration (direct method) 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

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).

LDL are synthesised in the liver by the action of various
lipolytic enzymes on triglyceride rich VLDL. LDL-cholesterol
concentration is considered to be the most important clinical
predictor, of all single parameters, with respect to coronary
atherosclerosis.

Accurate measurement of LDL-cholesterol is of vital
importance in therapies which focus on lipid reduction
to prevent atherosclerosis or reduce its progress and to avoid
plaque rupture.

METHOD PRINCIPLE

The assay is a homogenous method for directly measuring
LDL-cholesterol concentrations in serum or plasma, without
the need for any off-line pretreatment or centrifugation steps.
Liquid selective detergent method.

The method is in a two reagents format and depends
on the properties of a unique detergent. This detergent
(1-REAGENT) solubilizes only the non LDL particles (HDL,
VLDL, CM). The cholesterol released is consumed
by cholesterol esterase and cholesterol oxidase in a non color
forming reaction. A second detergent (2-REAGENT)
solubilizes the remaining LDL particles and chromogenic
coupler allows for color formulation. The enzyme reaction
with LDL-cholesterol in the presence of the coupler produces
color that is proportional to the amount of LDL cholesterol
present in the sample.

REAGENTS
Package
Cat. No 4-180 Cat. No 4-490
(24-TRAY) (36-TRAY)
I-REAGENT 4x37.5ml 6x21.5ml
2-REAGENT 4x 14.5ml 6x 8.5ml

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 - 12 weeks, Biolis 24i
Premium - 12 weeks.

PRESTIGE 24i LDL DIRECT (I GENERACJA / Il GENERATION / Il TIOKOJIEHHE)

Concentrations in the test

1-REAGENT

Buffer

Detergent 1 <1.0 %
Ei)l;oieslerol esterase (Pseudomonas <1500 U/l
ngl;oieslerol oxidase (Cellulomonas <1500 U/
Peroxidase (horseradish) <1300 ppg U/
4-aminoantipyrine <0.1 %
Ascorbic Acid Oxidase (Curcubita <3000 U/
spp-)

Preservative

2-REAGENT

Buffer

Detergent 2 <1.0%
N,N-bis(sulfobutyl)-toluidine,

disodium (DSBmT) <1.omM
Preservative

Warnings and notes
= Protect from direct sunlight and avoid contamination!
= Do not freeze reagents.
= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.
= 1-REAGENT and 2-REAGENT meeting the criteria
for classification in accordance with Regulation (EC)
No 1272/2008.
Ingredients:
1-REAGENT and 2-REAGENT contain reaction mass of 5-
chloro-2-methyl-2H-isothiazol-3-one  and  2-methyl-2H-
isothiazol-3-one (3:1).
Warning
H317 May cause an allergic skin reaction.
P280 Wear protective gloves, protective clothing,
eye protection or face protection.
P302 +P352 IF ON SKIN: Wash with plenty
of soap and water

SPECIMEN

Serum, sodium heparinized or EDTA plasma.

Anticoagulants containing citrate should not be used.

Serum: Collect whole blood by venipuncture 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 sodium
heparin. Centrifuge and remove the plasma as soon as possible
after collection (within 3 hours).

If not analysed promptly, specimens may be stored at 2-8°C
for up to 5 days. If specimens need to be stored for more than
5 days, they may be preserved at -80°C. 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.
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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: LDL DIRECT
— LIPASE, LDL DIRECT - LIPASE II GEN, LDL
DIRECT - TG, LDL DIRECT - TG MONO, LDL
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: LDL DIRECT - TG, LDL DIRECT -
LIPASE, LDL DIRECT - UA, LDL DIRECT - URINE
PROTEINS. To avoid this effect follow the
recommendations  contained in  the instruction
51_03_24_009_BIOLIS _30i_CARRYOVER.

REFERENCE VALUES
NCEP* Adults
Classification: mg/dl mmol/l
Optional <100 <2.59
Near optional <130 <3.37
Bordeline high 130- 159 3.37-4.12
High 160 - 189 4.14 - 490
Very high =190 >4.92

* National Cholesterol Education Program

As LDL 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 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 automatic
analyser Biolis 30i. Results may vary if a different instrument
or a manual procedure is used.

= LoB (Limit of Blank):
0,6 mg/dl (0,016 mmol/l)

= LoD (Limit of Detection):
0,7 mg/dl (0,018 mmol/l)

=  LoQ (Limit of Quantitation):
4,5 mg/dl (0,12 mmol/l)

= Linearity:
up to 700 mg/dl (18,13 mmol/l)

PRESTIGE 24i LDL DIRECT (I GENERACIJA / I GENERATION / I [IOKOJIEHHUE)

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

=  Specificity / Interferences

Triglycerides up to 1293 mg/dl, bilirubin conjugated
up to 20 mg/dl, bilirubin total up to 20 mg/dl, haemoglobin
up to 0.5 g/dl, ascorbic acid up to 500 mg/l and gamma-
globulins up to 5000 mg/dl do not interfere with the test.

= Precision

Repeatability (run to run) Mean SD CcvV

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

level 1 140.5 2.24 1.60
level 2 58.2 1.02 1.75
Reproducibility (day to day) Mean SD CV
n=80 [mg/dl] | [mg/dl] | [%]

level 1 145.1 7.3 5.0
level 2 66.5 3.33 5.0

=  Method comparison

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

y = 1.1066 x - 4.6206 mg/dl;

R =0.992 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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PRESTIGE 241 LDL DIRECT

Kar. Ne 4-180, 4-490 (RUS)

MNPEAINOJATAEMOE UCITIOJIb30BAHUE
JlnarHocTudeckuii HaOOp I ONpEAesIeHHs KOHIEHTpAIUH
xonectepuna JIIIHIT (mpsmoii meton), mpeIHasHaveH Il
HCTIOJB30BAHHS B aBTOMATHYECKHX OHOXMMHYECKHX
ananms3atopax Prestige 24i, Biolis 24i, Prestige 24i Premium,
Biolis 24i Premium a taxoke Biolis 30i.

PeareHThl JOJDKHBI HCIOJIB30BATBCS TONBKO JUISL JMArHOCTHKU
in vitro, KBaIM(UIHPOBAHHBIM JAOOPATOPHBIM HEPCOHAIOM,
B LeIX, IOt KOTOPBIX OHH TpeaHa3HAYeHBI,
B COOTBETCTBYIONIUX JTa0OPATOPHBIX YCTOBUSIX.

BBEJIEHUE

JIunonpoTenHs! IWIa3Mbl SBISIOTCA CEPUYSCKUMH YacTHLAMU,
COJIep)KAIMMH  [IEPEMEHHbIe  KOJIMYECTBAa  XOJIECTEpUHA,
TpurunepuaoB, Gochommmnuaos u 6emxos. CooTHoneHne Genka
W JIMIHAA ONpEAeNseT IUIOTHOCTh ITHX JIUIONPOTEHHOB H
CIy’)KHT ~OCHOBOM misi  mXx Kilaccudukamuu.  Pasmmuaror
CHIElYIOIMe KJIACCHL: XWJIOMHKDOH, JIMIIONPOTEHHBI OYEHb
Hm3koit mwiorHoctu (JIITIOHIT -VLDL), numonpoTerHsl HU3KOM
IUIOTHOCTH (JITTHIT - LDL)
U JIAIONPOTENHb! Beicokoi miotHocty (JITIBIT - HDL).

JIIIHIT cuHTE3MpYIOTCST B TEUEHH TOJ ACHCTBHEM Pa3IHYHBIX
JIMMONUTHYECKUX  (EPMEHTOB U3 OOraThiX TPHUIIHIEPHAAMH
JIITOHII. Konnentpanus xonectepuna JIITHIT paccmatpuBaeTtcs
KaK OJMH U3 HauboJee BaKHbIX KIMHHYECKUX [apaMeTpoB IJIs
NpejICKa3aHusi KOPOHAPHOTO aTepoCKIIepo3a.

ToyHoe u3Mepenue KoHueHTpauuu xonecrepuna JIITHIT kpaiine
BaKHO TMPHU MPOBEICHHN TEPANNM U CHIKEHHS KOHI[CHTPAIUN
JIMIUIOB, Ul [PEJOTBPAILCHHS. aTepoOCKIepo3a WM  ero
3aMeUICHUs, U1l H30€KaHUs 00pa30BaHUs OJIsIIeK.

MPUHIUITI METOJA

HaGop 114 TOMOTEHHOTO MeToJa TNpSAMOrO  H3MEPEHHs
koHueHTparuu LDL-cholesterol B CHIBOPOTKe HIlH T1a3Me KPOBH,
6e3 HEOOXOAMMOCTH KaKOH-IMO0 TpeaBapuTeIbHOil 00paboTkn
WM LeHTPUDYTrHPOBAHHS.

MeToz ¢ CelIeKTUBHBIM JeTEPIeHTOM.

Merox B QopMe JBYX pearcHTOB, 3aBHCHT OT CBOICTB
yHuKanpHOro Moromero cpexacrsa. Jlereprent (1-REAGENT)
pacTBopseT TONBKO dacTHIBl, He coxepskamume LDL (HDL,
VLDL, CM). CBOGOAHBIH XONECTEPUH HCIOIB3YETCS 3CTepasoi
U OKCHJIa30H XOJIeCTepHHA B OSCIIBETHOI peaKinum.

Bropoit nereprenr (2-REAGENT) pactBopsier ocraBimecs
gactusl LDL, a XpoMOreH CIIOCOOCTBYET BO3HHKHOBEHHIO
OKpallleHHOTO ~ mpojaykra.  Ilpu  QepMeHTHOH  peakuun
LDL-xonecTepiHa ¢ XpOMOTeHOM MOSBISETCS OKpacka, KOoTopast
MIPONOPIMOHAIBHA KOJIMYECTBY LDL-xonectepuna,
cojepxkarierocs B obpasiie.

PEAT'EHTBI
Cocras Habopa
Kar. Ne 4-180 Kar. Ne 4-490
(wraTus-24) (mraTus-36)
I-REAGENT 4x375wmn 6x 21,5 M
2-REAGENT 4x 14,5 mn 6x 8,5 M

Tpu temmepatype 2—8°C, peareHT CoXpaHsieT CTaOHIBHOCTH B
TEYEHHH BCEr0 CPOKa TOJHOCTH, YKa3aHHOIO HA YIIaKOBKe.
CrabunbHOCTh Ha OopTy aHaymm3atopa mpu 2-10°C cocraBiser:
Jutst Prestige 24i - 12 nenens, Biolis 24i Premium - 12 Hexnens.

PRESTIGE 24i LDL DIRECT (I GENERACJA / Il GENERATION / Il TIOKOJIEHHE)

KOHI{EHTpﬁHlfllfl KOMIIOHEHTOB B peareHrax

1-REAGENT

Bydep

JHereprent 1 <1,0%
Xomecrepomcrepasa (Pseudomonas spp.) <1500 En/n
Xomecreponokcunasa (Cellulomonas spp.) <1500 En/n

Ilepokcunasa (xpen) < 1300 ppr En/n

4-aMUHOQHTUIUPHH <0,1 %
Ackopbunokcunasa (Curcubita spp.) <3000 En/n
Koncepsant

2-REAGENT

Bydep

Jereprent 2 <1,0%

N,N- 6uc(cynp}oOyTHIOBEIM) TOIXYHIHH,
nByHarpuessii (DSBmT)
Koncepsant

<1,0mMM

TpeaynpesieHnsi 1 NpUMeYaAHUs
= TIpemoXpaHsTh OT MPAMOTO CBETA H 3arpsA3HeHus !
= He 3aMOpaKiBaTh PEareHThbl.
= DBhHumaTenbHO — IpoYMTaliTe  macmopT — 0E30IaCHOCTH
xumudeckoil npoxykiuu  (MSDS), kotopeii comepikuT
noApobHyl0 HHGOPMAIUIO O MpaBUiIaX Oe30MacHOro
XPaHEHHS M UCTIONb30BAHMs TOBApa.
= |-REAGENT u 2-REAGENT cOOTBETCTBYET KpUTEpHAM
KiaccuuKam COTJIACHO TIOCTAHOBIICHHUIO (EC)
Ne 1272/2008.
WurpennenTsr:
1-REAGENT u 2-REAGENT conepxHT NOCTpEaKLUOHHAsS
cMech  5-xyop-2-metun-2H-msotmason-3-om m 2-metmn-2H-
u3otuaszon-3-ox (3:1)
Buumanune
H317 Moxer BbI3bIBaTh AUIEPTHYECKYI0 KOXKHYIO
PEeaKLHIo.
P280 TIlomp30BaThCsl 3aIIUTHBIMM — HEpYaTKaMH,
3aIMTHOI 0/IEXK/ION, CPEeACTBAMH 3aIMTHI 1713 MK
bdiics
P302+P352 Ilpn mnomamanuu Ha Koxy: I[IpombiTh GoNbIINM
KOJIMYECTBOM BOJIBI

BAOJIOTMYECKHUIA MATEPHAJ

ChIBOPOTKA HITH TJ1a3Ma KPOBH, COOpaHHbIEe Ha HATPHETO reraphHa
wim DJITA.

AHTHKOAryJIsiHTBI, — COJEpXKAIlMe  LUTPAT  HE  JOJDKHBI
HCIIONIB30BATHCS.

ChiBoporka: CobGepuTe BCIO KPOBb BEHEIYHKLMH H Jaiite eif
cBepHyThCs. LlenTpudyrupyiite M ynaiure CHIBOPOTKY, Cpasy
nocyie c6opa (B TedeHue 3 4acoB).

TTnaszma: O6pasiel MOTyT cobuparthest B pobupku ¢ DJITA nmm
HaTpuero renapuHa. llenTpudyrupyiite u ynanmre masmy cpasy
JKe 1ocJie coopa (B TeueHHe 3 JacoB).

Ecim anamms He OyeT BBINOJHEH Cpasy, TO 0OpasLbl MOTYT
XpaHuThest pu Temnepatype 2-8°C mo 5 nmeit. Ecin o6pasist
JIOJUKHBI XPAaHUTBCA B TedeHue Gosee ueM 5 jJHel, OHH JODKHBI
XpaHUThCs pH Temmeparype -80°C.

TeM He MeHee PEeKOMEHIYETCs NPOU3BOJUTH UCCICAOBAHHS HA
CBEIKEB3ATOM GHOJIOTHYECKOM MaTepHaie!

NNPOLEAYPA OIIPEJEJIEHUA
1-REAGENT roToB K HCTIONB30BaHHIO.
1-REAGENT cremyer ycTaHOBUTh Ha INTATHB B IIO3UIHH
OCHOBHOT'O PEareHTa.
2-REAGENT cremyer ycTaHOBUTh Ha INTATHB B IIO3UIHH
CTapTOBOTO peareHTa.

str. / page / ctp. 5/9

51_03_05_049_02

B Ka4yeCTBE OnmaHKa PEKOMEHAYETCA HCIIOJIB30BaTh
JCHOHHM30BAHHYIO BOY.

HeobxoanMble aeiicTBHSA:

= Biolis 24i Premium: Ilpy BbIIOJIHEHHH aHAIH30B
HAa aHaIM3aTope,  BO3MOXHO MCKaKEHHE pE3ylbTaToB
AHAIM30B, BBI3BAHHOE MEPEKPECTHLIM _3arpsi3HEHHEM
mexay pearentamum: LDL DIRECT - LIPASE, LDL
DIRECT - LIPASE II GEN, LDL DIRECT - TG, LDL
DIRECT - TG MONO, LDL DIRECT - UA. Yro6sbt
u3bexars 9Toro dbdekra, creayiiTe pPEeKOMEHAALMAM,
cofiepKamuMest B MHCTPYKIMH:
51_03_24_008_BIOLIS_24i_PREMIUM_CARRYOVER.

= Biolis 30i: [Ipu BbInOJHEHHH aHAJIN30B HA aHAIM3aTOpE,
BO3MOXHO HCKaXEHHE pe3yJIbTaTOB aHAINW30B, BBI3BAHHOE
IepPeKPeCTHBIM 3arpsi3HeHHeM Mex1y peareHramu: LDL
DIRECT - TG, LDL DIRECT - LIPASE, LDL DIRECT -
UA, LDL DIRECT — URINE PROTEINS. Yto0sl n36exarh
aToro 3¢ dekra, creayiite peKOMEHIAUMIM, COACPKAIIHMCS

= LoD (npenes odHapy:kenus):
0,7 mr/m (0,018 Mmmos/m)

= LoQ (mpexen KoJHYeCTBEHHOr0 ONpe/IeJIeHHs):
4,5 mr/mt (0,12 Mmmos/it)

= JluHeiiHOCTH:
110 700 mr/ma (18,13 MMosIe/m)

Jlns Gonee BBICOKMX KOHIIEHTpaIMii, NpoOBI cieayer pa3daBuTh
0,9% NaCl u noBTOpHUTH aHanM3. Pe3yibTar ciieyeT yMHOXKHTH
Ha (haKTOp pa3BeeHNs.

= Cneuuduunocts / UnTepdepenunn

Tpurmuuepuasl  jgo 1293 mr/nn,  npamoit  GumipyOuH
no 20 mr/mi, obmui Owmupy6oun o 20 MI/muI, reMoriioOuH
mo 0,5 r/mm, ackopbar go 500 Mr/m u ramMma-rioOyIIHHEI
110 5000 Mr/mm He BIUAIOT HA Pe3yNbTAThl ONPeIeIeHUH.

B HMHCTPYKIIUH: 51_03_24_009_BIOLIS_ =  TouHoOCTh
30i_CARRYOVER. TloBTOpsieMoOCTH Cpennee SD Ccv
(Mexay cepusiMu) n = 20 [mr/mn] [mr/ma] [%]
PE®EPEHTHBIE BEJIMYMHBI ’ ypoBeHb 1 140,5 2,24 1,60
Bspociisie YPOBEHD 2 58,2 1,02 1,75
Knaccuduxauus NCEP*: BocnponssoaumocTs Cpennee SD CcvV
MI/zu MMOJIB/ T (130 1HA B AeHb) n = 80 [mr/ma] [mr/ ] [%]
OrnruMaibHbIe 3HAYEHUS <100 <259 yposenb 1 145,1 7.3 5,0
YpOBEHb 2 66,5 3,33 5,0

3HaveHus Onu3KHe K <130 <337

ONTUMaAJIbHBIM

TIpenenbHbIe 3HAYCHNU,

130-159 | 3,37-4,12
3aBBIIIEHHbIE

3aBbIlICHHbIC 3HAYCHHUS 160 - 189 4,14 - 490
OueHb 3aBBIIICHHBIE > 190 2492
3HAYCHHS

* National Cholesterol Education Program

Tlockonbky Ha KoHueHTpanuioo xonectepuna JIITHIT Bauser
GosbIIOe  KOJNMYECTBO  (JAKTOPOB, TAaKMX KaK  KypeHHe,
(dusnueckne Harpy3Kd, ropMOHAIBHBII (JOH, BO3pacT M IOJ,
KaXa0i 1abopaTopud  PEKOMEHIYeTCS yCTAaHOBHTb  CBOH
COOCTBEHHBIE ~ HOPMBI, ~ XapakTepHble JUisi  00CIeLyeMoro
KOHTHUHT€HTA.

KOHTPOJIb KAYECTBA

JUist BHYTPEHHETO KOHTDOJS, PEKOMEHIYETCs HCIOIb30BaTh
KOHTPOJIbHBIE CBIBOPOTKH CORMAY SERUM HN
(Kat.Ne 5-172) m CORMAY SERUM HP (Kar.Ne 5-173)
a Ttawke CORMAY LIPID CONTROL LEVEL 1
(Kat.Ne  5-179) n  CORMAY LIPID CONTROL
LEVEL 2 (Kat.Ne 5-180) ju1st kaxJ10# cepru N3MEepeHHit.

Jlnst KaIMOGPOBKH aBTOMATHUECKHX aHAIM3aTOPOB PEKOMEHIYEeTCst
CORMAY HDL/LDL CALIBRATOR
(Kart. Ne 5-178).

KanmubpoBouHyio  KpHBYIO — CHEAYeT  COCTaBIATh  KaXJble
12 wmenenn  (Prestige 24i) wim kaxaele 12 Hemenn
(Biolis 24i Premium), nmpu Kakioil cMeHe JIOTa peareHra U B
cllydae HEOOXOAMMOCTH, HAIIp. €CIH Pe3yJbTaThl ONPEeIelCHHs
KOHTPOJIBHBIX ~ CBIBOPOTOK ~HE IIONAajaloT B  pedepeHTHbI
JINaIa30H.

XAPAKTEPUCTHUKH OITPEJAEJEHUSA

OTH METPOJOTHYECKHE XapAaKTEPHCTUKH OBLIM MONYYEHBI TPH
HCIIOJIB30BAHMY  aBTOMATHYECKOro ananmmsatopa Biolis 30i.
Pesynbrarel,  HONyYeHHbIE ~ HAa  JIPYIHMX  aHAIM3aTOPax
U BPYYHYIO, MOT'YT OTJIHYAThCS.

=  LoB (npenex 6.1anka):
0,6 mr/mi (0,016 Mmouts/i)

PRESTIGE 24i LDL DIRECT (I GENERACIJA / I GENERATION / I [IOKOJIEHHUE)

= CpaBHeHHe MeTOA

Cpasrenue pesyipTaToB onpenenenus JIITHII, npousseneHHbIX
Ha Biolis 30i (y) u ma ADVIA SIEMENS 1800 (x) c
UCIIOJIb30BaHHEM 54 00pa3sLoB CHIBOPOTKH Jajo CIeIyOLIHe

PpesyJIbTaThI:
y =1,1066 x — 4,6206 mr/m;

R =0,992 (R — ko3¢ durmeHT Koppemaim)
YTUJIM3ALUS OTXO10B

B cooTBeTCTBUH C JIOKATIBHBIME TpE6OBaHl/I;{MHA
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PZ CORMAY S.A.
ul. Wiosenna 22,
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Fo 145 0) 81 749 4434 CORMAY
http://www.cormay.pl
PRESTIGE 24i LDL DIRECT
PROGRAM NA ANALIZATORY / APPLICATION for / ATAITAIIUSA ans:
*  Prestige 24i, Biolis 24i
Item name | 25 | LDL-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 0 100 0 100
| Inter | Urine
Y= X+ [ 0.000 | Plasma 0 100 0 100
CSF
Dialysis
Other
Item name | 25 | LDL-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 |Endp0im Limit |2.000
|Blank correction |1.0000 \ |Linear Check (%) |
Third Mix. [ OFF |  Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Di12
Monit Prozone Check
0 Level Point [1 | Start End Limit (%)
Span | 3.000 | First
Second Low
Third Low
Item name | 25 | LDL-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 4.2 199
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i LDL DIRECT (I GENERACJA / Il GENERATION / Il TIOKOJIEHHE)
51_03_05_049_02
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Item No. 25 Item Name LDL-D | Optical
Data information Calibration
Units | mg/dl | 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 700nm
Method Direct
Correlation
Slope Intercept
Y=|1 X+]0
Item No. 25 Item Name LDL-D | Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 51 52
Kind Vol. Add Units Sub 29 31
Sample 3 5 ul
Reagent 1 210 10 pl Abs.Limit  Low High
Reagent 2 70 10 ul [-0.2 | ~ [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. 25 Item Name LDL-D Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0 100 0 100 Serum
Urine Urine
Plasma 0 100 0 100 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 25 Item Name LDL-D | 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 Value Dil Auto Rerun Condition (Prozone)
Serum 4.2 700
Urine | OFF
Plasma
CSF Dilution
Dialysis [ 100:Di12
Other

PRESTIGE 24i LDL DIRECT (I GENERACIJA / I GENERATION / I [IOKOJIEHHUE)
51_03_05_049_02
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»  Biolis 30i

Item no 25 Item name LDL Specimen SERUM/ PLASMA OPTICAL
Data information Aspiration volume
UNITS | mg/dL | [ TYPE | Double
DECIMALS | 1
SAMPLE | REAGENT || REAGENT 2
Analysis [ voL. uL) 3 210 70
METHOD END method [ BOTTLE (ml)
Main Wave Length 600 nm
Sub Wave Length 700 nm [ FIRST DIL. [
CORRELATION (Y= AX +B) Data processing read
A= [1 | START END
B= o | MAIN 52 53
SUB 27 27
Blank value
+ WATER | ° REAGENT | [ ABS LIMIT |
0.2 | TO 2
Calibration
TYPE [ Linear 1 | Collection value
STABILITY | [ END POINT [25 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
MEAN |
LOW VARIATE |
Item No 25 Ttem Name LDL Specimen | SERUM/PLASMA | OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ “ON [ °OFF |
LOW | HIGH LOW | HIGH
0 | 13 0 | 130 Auto rerun range (conc.)
| Re Value | Dil. | Re | Value | Dil.
Panic range | | 4.5 | | 700 |
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: 06. 2023.
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