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ACCENT-200 LDL DIRECT

Nrkat. 7-280 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia frakcji LDL
cholesterolu (metoda bezposrednia), przeznaczony
do wykonywania oznaczef na automatycznych analizatorach:
ACCENT-200, ACCENT-200 Il GEN, ACCENT-220S, ACCENT
S120, ACCENT MC240, ACCENT M320. BS-120, ACCENT 400
oraz ACCENT Neo200.

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 sa sferycznymi czasteczkami zawierajacymi
cholesterol, triglicerydy, fosfolipidy i biatka. Proporcja ilo$ci
biatek do ilosci lipidéw decyduje o gestosci lipoprotein, ktéra jest
podstawa ich klasyfikacji. Wyréznia 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 po$réd wielu pojedynczych parametréw
powodujacych miazdzyce tgtnic wieficowych.

Doktadny pomiar cholesterolu frakcji LDL ma podstawowe
znaczenie w terapii, ktéra skupia si¢ na redukcji lipidow
zapobiegajacej miazdzycy tetnic, hamujacej jej postep
i pozwalajacej unika¢ pekania ztogéw miazdzycowych.

ZASADA METODY

Zestaw stuzy do bezposredniego oznaczania LDL cholesterolu
w surowicy i osoczu metoda homogenna, bez uprzedniego
przygotowania i odwirowywania probki.

Metoda z selektywnym detergentem.

Metoda jest w formie dwureagentowej i zalezy od wtasciwosci
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. Sprzgzona z chromogenem reakcja enzymatyczna
z cholesterolem LDL daje barwny produkt, ktéry jest
proporcjonalny do iloéci cholesterolu LDL w prébce.

ODCZYNNIKI

Sklad zestawu

1-REAGENT 1x31ml
2-REAGENT 1x11ml

Tlo$¢ testow:

ACCENT-200 130
ACCENT-200II GEN 130
ACCENT-220S 130
ACCENT S120 140
ACCENT MC240 140
ACCENT M320 140
BS-120 120

ACCENT-200 LDL DIRECT (Il GENERACJA / I GENERATION / II [IOKOJIEHHME)

Odczynniki przechowywane w temp. 2-8°C zachowuja trwato$¢
do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na pokfadzie aparatu w 2-10°C s3 stabilne przez
12 tygodni (ACCENT-200, ACCENT M320).

Stezenia skladnikow w zestawie

1-REAGENT

Bufor

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

2-REAGENT

Bufor

Detergent 2 <10 %
S6l dwusodowa N,N-bis (4-sulfobutylo)-m-

toluidyny (DSBmT) <1.0mM
Konserwant

Ostrzezenia i uwagi
=  Nie zamraza¢ odczynnikow.
= Chroni¢ przed bezposrednim $wiattem  stonecznym
i zanieczyszczeniem!
= Nalezy zapozna¢ si¢ z Karta charakterystyki (MSDS), ktéra
zawiera  szczegétowe 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 powodowa¢ reakcjg¢ alergiczng skory.
P280 Stosowac¢ rgkawice ochronne, odziez ochronna,
ochrong oczu lub ochrong twarzy.
P302+P352 W PRZYPADKU KONTAKTU ZE
SKORA: Umyé¢ duzg iloscia wody z mydiem.

MATERIALE BIOLOGICZNY

Surowica lub osocze krwi pobrane na heparyng¢ sodowa lub EDTA.
Antykoagulanty zawierajace cytrynian nie powinny by¢
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: Probki nalezy pobra¢ na EDTA lub heparyng sodowa.
Odwirowac i oddzieli¢ osoczg od krwinek czerwonych tak szybko
jak to jest mozliwe (w ciggu 3 godzin).

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

Jednak polecamy wykonywa¢ badania na $wiezo pobranym
materiale biologicznym!
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WYKONANIE OZNACZENIA

1-REAGENT i 2-REAGENT s3 gotowe do uzycia.

Do wykonania préby zerowej nalezy uzywac wody dejonizowane;j.
Dla analizatorow ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S oraz BS-120 przy kazdej kalibracji nalezy
wyznaczy¢ tlo odczynnikowe (Reagent Blank). Do wykonania
$lepej proby odczynnikowej nalezy uzy¢ wody dejonizowane;j.
Zlecajac  kalibracje nalezy zaznaczy¢ typ zadania:
Kalib+Pust.Odcz.

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
oraz BS-120, moze wystapi¢, wptywajacy na wyniki oznaczen,
efekt przeniesienia pomigdzy odczynnikami: LDL DIRECT II
GEN - TG mono, LDL DIRECT II GEN - UA, LDL DIRECT II
GEN - UA PLUS, LDL DIRECT I GEN - LIPASE, LDL DIRECT
II GEN - MICROALBUMIN. W celu uniknigcia tego efektu
nalezy zastosowa¢ si¢ do zalecen zawartych w instrukcji:
51_03_24_001_ACCENT-200_CARRYOVER.

WARTOSCI REFERENCYJNE ’

Dla wyzszych stgzen prébke nalezy rozcieficzy¢ 0,9% roztworem
NaCl, oznaczenie powtdrzy¢, a wynik pomnozy¢ przez
wsp6tczynnik rozciefnczenia.

= Specyficznosé¢ / Interferencje

Triglicerydy do 1293 mg/dl, bilirubina bezpo$rednia (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

Powtarzalnosé Srednia SD Ccv

(run to run) [mg/dl] | [mg/dl] [%]
ACCENT-200 poziom 1 141,28 2,99 2,12
n=10 poziom 2 191,66 5,79 3,02
ACCENT MC240 | poziom 1 56,53 0,58 1,02
n=20 poziom 2 132,27 0,90 0,68
Odtwarzalnos$é Srednia SD cv

(day to day) [mg/dl] [mg/dl] [%]
ACCENT-200 poziom 1 141,50 3,16 2,23
n=10 poziom 2 189,62 3,50 1,85
ACCENT MC240 | poziom 1 56,1 1,25 22
n=80 poziom 2 132,4 1,78 1,3

Dorosli

Klasyfikacja wg NCEP*:

mg/dl mmol/l
Wartos$ci optymalne <100 <2,59
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 =190 2492

* National Cholesterol Education Program

Zalecane jest opracowanie przez kazde laboratorium wtasnych
zakresow  wartosci  prawidlowych  charakterystycznych
dla lokalnej populacji, poniewaz na stgzenie cholesterolu LDL
maja wpltyw takie czynniki jak: palenie, wysitek fizyczny,
hormony, wiek i pte¢.

KONTROLA JAKOSCI

W celu wewngetrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dofacza¢ nastgpujace surowice kontrolne: CORMAY
SERUM HN (Nr kat. 5-172) i CORMAY SERUM HP
(Nrkat. 5-173).

Do kalibracji analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, nalezy stosowac
zestaw CORMAY HDL/LDL CALIBRATOR (Nr kat. 5-178).
Jako kalibratora 0 nalezy uzywa¢ wody dejonizowane;.

Krzywa kalibracyjna powinna by¢ sporzadzana co 12 tygodni
(ACCENT-200, ACCENT M320), przy kazdej zmianie serii
odczynnika lub w razie potrzeby np. jesli wartosci oznaczenia
surowic kontrolnych nie mieszczg si¢ w wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatoréw
automatycznych: ~ ACCENT-200 i  ACCENT  MC240.
W przypadku przeprowadzenia oznaczenia na innym analizatorze
lub manualnie otrzymane wyniki moga rézni¢ si¢ od podanych.

= Czulos¢
2,0 mg/dl (0,05 mmol/l) - ACCENT-200
3,6 mg/dl (0,09 mmol/l) - ACCENT MC240

= Liniowos$¢
do 700 mg/dl (18,13 mmol/l) - ACCENT-200
do 725 mg/dl (18,78 mmol/l) - ACCENT MC240

ACCENT-200 LDL DIRECT (Il GENERACIJA / Il GENERATION / Il [IOKOJIEHUE)

= Poréwnanie metody

Poréwnanie zestawu firmy CORMAY na ACCENT-200 (y)
z og6lnie dostgpnym testem komercyjnym na HITACHI 912 (x),
z uzyciem 43 probek, dato nastgpujace wyniki:

y =0,9439 x + 17,566 mg/dl;

R=0,988 (R — wspétezynnik korelacji)

Poréwnanie wynikéw oznaczen LDL cholesterolu, wykonanych
na ACCENT MC240 (y) i na ADVIA 1800 (x), z uzyciem 44
probek surowicy, dato nastgpujace wyniki:

y =1,0986 x - 8,6484 mg/dl;

R =0,992 (R — wspétczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowigzujacymi przepisami.
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ACCENT-200 LDL DIRECT

Cat. No 7-280 (EN)

INTENDED USE

Diagnostic kit for determination of LDL-cholesterol
concentration (direct method) used in automatic analysers
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S, ACCENT
S$120, ACCENT MC240, ACCENT M320, BS-120, ACCENT 400
and ACCENT Neo200.

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 synthesized 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 mnon 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

1-REAGENT 1x31 ml
2-REAGENT 1x11ml

The reagents, stored at 2-8°C are stable up to expiry date printed
on the package The reagents stored on  board
of the analyser at 2-10°C are stable for 12 weeks (ACCENT-200,
ACCENT M320).

Concentrations in the test

1-REAGENT

Buffer

Detergent 1 <1.0 %

ACCENT-200 LDL DIRECT (Il GENERACJA / I GENERATION / II [IOKOJIEHHME)

Cholesterol esterase (Pseudomonas spp.) <1500 U/
Cholesterol oxidase (Cellulomonas spp.) <1500 U/1
Peroxidase (horseradish) < 1300 ppg U/l
4-aminoantipyrine <0.1%
Ascorbic Acid Oxidase (Curcubita spp.) <3000 U/1
Preservative

2-REAGENT

Buffer

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

(DSBmT) < 1omM
Preservative

Warnings and notes

* Do not freeze reagents.

=  Protect from direct sunlight and avoid contamination!

= Please refer to the MSDS for detailed information concerning
safe storage and use of the product.

= ]-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.

Deionized water is recommended as a reagent blank.

For analyzers: ACCENT-200, ACCENT-200 II GEN, ACCENT-
220S and BS-120 it is recommended to determine
the reagent blank during each calibration. Deionized water should
be used as reagent blank. When performing calibration, the task
type Calib+Rgt.BIk should be selected.

Actions required:

When performing assays in analyzers: ACCENT-200, ACCENT-
200 II GEN, ACCENT-220S and BS-120 there is a probability
of cross-contamination affecting the tests results: LDL DIRECT
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II GEN - TG mono, LDL DIRECT II GEN - UA, LDL DIRECT II
GEN - UA PLUS, LDL DIRECT II GEN - LIPASE, LDL DIRECT
II GEN - MICROALBUMIN. To avoid this effect follow
the recommendations contained in the instruction
51_03_24_001_ACCENT-200_CARRYOVER.

Reproducibility Mean SD (&%

(day to day) [mg/dl] | [mg/dl] [%]
ACCENT-200 level 1 141.50 3.16 223
n=10 level 2 189.62 3.50 1.85
ACCENT MC240 | level 1 56.1 1.25 22
n=80 level 2 132.4 1.78 1.3

REFERENCE VALUES’
NCEP* Classification Adults
mg/dl mmol/l
Optional <100 <2.59
Near optional <130 <3.37
Bordeline high 130-159 3.37-4.12
High 160-189 4.14-4.90
Very high =190 2492

* 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 CORMAY
SERUM HN (Cat. No 5-172) and CORMAY SERUM HP
(Cat. No 5-173) with each batch of samples.

For the calibration of automatic analysers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120 the CORMAY
HDL/LDL CALIBRATOR (Cat. No 5-178) is recommended.
Deionised water should be used as a calibrator 0.

The calibration curve should be prepared every 12 weeks
(ACCENT-200, ACCENT M320), 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
analysers ACCENT-200 and ACCENT MC240. Results may vary
if a different instrument or a manual procedure is used.

= Sensitivity
2.0 mg/dl1 (0.05 mmol/l) - ACCENT-200
3.6 mg/dl (0.09 mmol/l) - ACCENT MC240

=  Linearity
up to 700 mg/dl (18.13 mmol/l) - ACCENT-200
up to 725 mg/dl (18.78 mmol/l) - ACCENT MC240

For higher concentration of LDL cholesterol 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 Mean SD (6%

(run to run) [mg/dl] | [mg/dl] [%]
ACCENT-200 level 1 141.28 2.99 2.12
n=10 level 2 191.66 5.79 3.02
ACCENT MC240 level 1 56.53 0.58 1.02
n=20 level 2 132.27 0.90 0.68

ACCENT-200 LDL DIRECT (Il GENERACIJA / Il GENERATION / Il [IOKOJIEHUE)

=  Method comparison

A comparison between CORMAY reagent on ACCENT 200 (y)
and commercially available assay on HITACHI 912 (x) using 43
samples gave following results:

y =0.9439 x + 17.566 mg/dl;

R=0.988 (R — correlation coefficient)

A comparison between LDL cholesterol values determined
at ACCENT MC240 (y) and at ADVIA 1800 (x) using 44 serum
samples gave following results:

y = 1.0986 x - 8.6484 mg/dl;

R=0.992 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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Kar.Ne  7-280 (RUS)

MNPEANOJIATAEMOE UCIIOJIb30BAHUE

JlnarHocTHYeCKHil  Ha®Op Ul ONpeJeNeHHs  KOHIGHTPAaLUH
XOJlecTepuHa JITIHIT (npsiMoit MeTo/1) TIpe/iHa3HauYeH
Ui HCII0JIb30BaHUs Ha ABTOMATHYCCKUX OHOXMMHYECKHX
aHAIM3aToOpax: ACCENT-200, ACCENT-200 I  GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240, ACCENT
M320, BS-120, ACCENT 400 u ACCENT Neo200.

PearenTst JOJDKHBI  MCIOJIB30BATBCSA  TOJIBKO 711 TAArHOCTHKHA
in  vitro, KBaTM(HUIUPOBAHHEIM  JIAOOPATOPHBIM  IEPCOHAIIOM,
B nenax, s KOTOPBIX OHH HnpeaHa3sHa4Y€Hbl,
B COOTBETCTBYIOIIUX JJA0OPATOPHBIX YCIOBUAX.

BBEJIEHUE

JlunonpoTenHsl MIasMbl — C(EpHYECKHE YACTUIbI, COAEPXKALIUC
BapuabelnbHBIC ~ KOIMYECTBA  XOJNECTEPHHA,  TPHIIHLEPHIOB,
(ochonununos u 6enko. CooTHOLIEHHE OeNKa 1 TUITHAA OIPEneseT
IUIOTHOCTH 3THX JHMIOIPOTEHHOB M CIIY)XHT OCHOBOIl ISl HA4al HX
Kiaccu(ukanuy. PaznuyaroT cieyrolue Kiacchl JHIONPOTEH/I0B:
XHJIOMUKPOHBI, JIMIIONPOTEUHbI OUeHb HU3KOH rutoTHocTH (JITTOHIT -
VLDL), nunonpotenns! Huskod mmotHoctd (JIIIHIT - LDL) u
JIMIONPOTEHHBI BBICOKOI IUIOTHOCTH
(JIIBII - HDL).

JIITHIT cunTe3upyloTcst B HEYEHU I10j] JCHCTBHEM pa3JIMYHBIX
JIMTONUTHYECKHX (hepMEHTOB U3 6oraTeix Tpurmunepuaamu JIITOHII.
Konnenrparmus xonecrepuna JIITHIT paccmaTpuBaeTcst Kak OIUH U3
HanOoJiee BAXHBIX KIMHHYECKHX [AapaMeTpoB ISl MpeACKa3aHus
aTepoCKIepO3a KOPOHAPHBIX COCYIO0B.

Tounoe n3MepeHue KoHueHTpauun xonecrepuna JIITHIT sxusHenHO
BaKHO JUIS TEPAIlMH, HANPABICHHOW HAa CHIDKCHHE KOHICHTPAI[UH
JIMIAZIOB B HESIX NPO(MHIAKTHKM aTepOCKIepo3a JTHO0 3aMeuIeHuUs
nporpecca 60Ne3HH U H30eKaHUS Pa3pEIBOB OJIAIICK.

MNPUHIOUII METOJA

Ha6op U1t FOMOreHHOT0 METO/a IIPSIMOTO H3MEPEHHsT KOHIEHTPAL[HH
LDL-cholesterol B  cbIBOpOTKE WIM IUIa3Me  KpoBH, 0e3
HEOOXOMMOCTH KaKOii-mbo TpeaBapuTeNbHOH 006paboTKM MIH
HeHTPUGDYTHPOBAHHS.

MeTo[ ¢ CeNEKTHBHBIM JICTEPIeHTOM.

Meroz B hopMe JBYX PEarcHTOB, 3aBUCHT OT CBOWCTB YHHKAJILHOTO
moromiero cpeacrtsa. Jlereprent (1-PEAIEHT) pactBopsier Tosbko
yactuupl, He comepxanme LDL (HDL, VLDL, CM). CBoGoxnHsrit
XOJIECTEPHH HCIIONB3YeTCs JcTepasoit
M OKCHZIa30H X0JIeCTepHHA B OECIIBETHOMN PEaKLH.

Bropoii nereprent (2-PEATEHT) pactBopsieT ocTaBIIMeCs YaCTUIIbI
LDL, a XpOMOIeH CIOCOOCTBYET BO3HHKHOBEHHIO OKPAILICHHOIO
npoxykra. Ilpu  depmenTHOi — peakuun — LDL-XonecrepuHa
C XPOMOIGHOM IOSIBJIAETCSl OKpAacka, KOTOpas HPOINOpPLHOHAJIbHA
xonuuectBy LDL-xonectepuna, coaepikalierocsi B oopasie.

PEAT'EHTbBI

Cocras Habopa

1-REAGENT 1x31mn
2-REAGENT Ix 11 mn

Tlpu Ttemneparype 2-8°C peareHThl COXPAHSAIOT CTAOWIBHOCTH
B TEUEHHE BCErO CPOKA TOJHOCTH, YKA3aHHOTO Ha YNaKOBKE.
CrabunsHocTh Ha OOpTy aHamusatopa mpu 2-10°C  cocrasuser
12 nenens (ACCENT-200, ACCENT M320).

ACCENT-200 LDL DIRECT (Il GENERACJA / I GENERATION / II [IOKOJIEHHME)

KOHHEHTpauMﬂ KOMIIOHEHTOB B peareHrax

1-REAGENT

Bygep

Jereprenr 1 <1,0%
Xounecrepomnacrepasa (Pseudomonas sp.) <1500 En/n
Xonecreponokeunasa (Cellulomonas sp.) <1500 En/n

Tlepokcunasa (xpeH) < 1300 ppr Ex/n

4-aMHUHOAHTHITUPUH <0,1 %
AckopouHokceupasa (Curcubita sp.) <3000 Ex/n
Koncepsant

2-REAGENT

Bygep

Jereprenr 2 <1,0%

N,N- 6uc(cynbhpo0yTHIOBBIM) TOIYHINH,
nByHaTpuesblii (DSBmT)
Koncepsaut

< 1,0 MM

NPEAYIPEXJIEHUSI U IPUMEYAHUSA

*  He 3aMOpaXuBaTh peareHTbI.

= IIpenoxpaHATh OT NPAMOI0 CBETA U 3arpsi3HeHHs !

=  BHHUMAaTeIbHO NPOYUTANTE [TACTIOPT OE30MACHOCTH XMMUYECKON
npoxykuun  (MSDS),  KoTOphlii  COOEPXKHT  NOAPOOHYIO
uHQOpMAIMIO O OpaBHiaX ~OE30IACHOTO  XpaHeHHsl U
HCIIONb30BaHHs TOBAPa.

. 1-REAGENT wu 2-REAGENT cOOTBETCTBYeT KpUTEpHSIM
KIaccu(uKanuu cornacHo nocranosnennto (EC) Ne 1272/2008.

MHrpenuentsr:

1- REAGENT u 2-REAGENT coJepXHT IOCTpeaKHOHHAsA CMeCh 5-

xnop-2-metun-2H-m3otnazon-3-on n  2-merun-2H-n3orunazon-3-on

(3:1)

Bunmanne
H317 Mosxer BbI3bIBATH ANIEPIHYECKYI0 KOXKHYIO
peaxuio.
P280 Ilomp3oBaThest  3alIUTHBIMM  MEpYaTKaMH,
3ALIUTHOH OJEKIOM, CPEACTBAMH 3AIHUTHI IIA3 WK
nmoa.

P302 + P352 Ilpu nomamanuu Ha KoOXy: IIpoMbITh Gombim
KOIIM4ECTBOM BOJIBI.

BUOJOTMYECKHUIA MATEPUAJ

ChIBOPOTKA HIIH IL1a3Ma KPOBH, COOPAHHbIEC HA HATPHUETO IeMapuHa HIIK
DATA.

AHTHKOAryJISIHTBI, COAEPIXKAIIHME IATPAT He AOJDKHEI HCIOIb30BaTHCS.
CeBopoTka: Cobepure BCIO KPOBb BEHENYHKIMM M JaiiTe
eit cBepHyTbes. LlenTpudyrupyiite M ynamure CBIBOPOTKY, cpasy
nocsie cbopa (B TeyeHne 3 4acos).

Ilna3ma: OGpa3ipl MOryT cobupatbess B mpobupku ¢ DATA mm
HaTpHero remapuna. LleHTpudyrupyiite 1 ynanuTe miasMy cpasy ke
nocsie cbopa (B TeyeHne 3 4acos).

Ecnu ananu3 He OyJeT BBHINOJHEH cpasy, TO OOpasibl MOTyT
XpaHuTbest mpu Temmneparype 2-8°C mo 5 nHeil. Ecim o6pasipl
JIOJDKHBI XPaHHUTBCS B TeueHHe Gojee yeM 5 JHEH, OHH JIOJDKHBI
XpaHUThCs U Temneparype -80°C.

Tem He MeHee PEKOMEHAYETCS MPOH3BOAUTH HCCICIOBAHIS
Ha CBEXEB3SITOM OHOIOTHYECKOM MaTepuaie!

NPOLEAYPA ONPEJAEJIEHUS

1-REAGENT u 2-REAGENT roToBbI K HCIIOJIb30BaHHIO.

B kauecTBe OmaHK-peareHTa  PEKOMEHIYETCS  HCIOIb30BaTh
JICHOHHU30BAaHHYIO BOJTY.

Jlnsa ananusatopoB ACCENT-200, ACCENT-200 II GEN, ACCENT-
220S u BS-120 pexoMeHIyeTcsl ONpENEATh ONAHK pearcHra IpH
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KakI0i kanmbpoBke. B kauecTBe OmaHka peareHTa Ciexyer
HCIIOJIb30BATH JIeHOHH3UPOBAHHYIO BOJY.
Ilpu BEIMONHEHNN KaMHOPOBKH cIefyeT BrIOpaTh Tum 3axaqn Calib +
Rgt.BIk.

Heo0xoauMmbie aeicTBUsA:

Ilpu BbIMoOnHeHMM aHanu3oB Ha aHaimmszaropax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120 B03MOXHO
MCKaKEHHE PE3yJIbTATOB AHAIM30B, BbI3BAHHOE MNEPEKPeCTHbIM
3arpsisHennem Mexay pearentamu: LDL DIRECT II GEN - TG
mono, LDL DIRECT II GEN - UA, LDL DIRECT II GEN - UA
PLUS, LDL DIRECT II GEN - LIPASE, LDL DIRECT II GEN -
MICROALBUMIN. Yto6bel u3bexats 3Toro sddekra, cremyiite

Tpurnuuepuast 10 1293 Mr/mi, npsMoit Oumpyoun
no 20 wmr/mn, obumit GmmupyomH go 20 Mr/mi, reMornoouH
no 0,5 r/mm, ackopbar no 500 Mr/mn M ramMma-raoOyJIHHBI
710 5000 Mr/ut He BIMSIOT HA Pe3yJIbTaThl ONPEEICHHUH.

=  TouHocTh

IloBTOpsieMocTh Cpennee SD CvV

(MEXTy CepHsIMH) [mr/m] [mr/mn] [%]
ACCENT-200 ypoBeHs 1 141,28 2,99 2,12
n=10 YPOBEHb 2 191,66 5,79 3,02
ACCENT MC240 | yposens 1 56,53 0,58 1,02
n=20 YpOBeHb 2 132,27 0,90 0,68
Bocnpounssoaumocts Cpennee SD CvV

(130 JIHS B JICHb) [mr/mn] [mr/mn] [%]
ACCENT-200 ypoBeHs 1 141,50 3,16 2,23
n=10 YPOBEHb 2 189,62 3,50 1,85
ACCENT MC240 | yposens 1 56,1 1,25 2,2
n=80 YPOBEHB 2 132,4 1,78 1,3

PEKOMEH/IAIHAM, COJepIKAIUMCS B MHCTPYKLMH
51_03_24_001_ACCENT-200_CARRYOVER.
PE®EPEHTHBIE BEJIMUUHBI 7
Knaccuduxauns NCEP*: Bspocaie
Mr/ut MMOJIB/I
OnTUMaTbHbIE 3HAYEHUS <100 <2,59
3HaueHus Onu3KHe K <130 <337
ONTHMAJIBHBIM
IIpenenbHble 3HaUSHUS, 130-159 3.37-4.12
3aBBIIICHHBIC
3aBBIIICHHBIE 3HAYEHHS 160-189 4,14-4,90
OueHb 3aBbINIEHHBIE 3HAYCHUS >190 =492

* National Cholesterol Education Program

Iockonbky Ha KoHIEHTpauuio xonecrepuna JIITHIIT Bauster Gonbinoe
KOIM4eCTBO (haKTOPOB, TAKUX KAK KypeHHe, (pu3HuecKie HarpyskH,
TOPMOHAIIBHBI  (DOH, BO3pacT M TOJ, KaXA0H Jraboparopuu
PEKOMEH/Iy€TCs YCTAHOBUTh CBOM COOCTBEHHBIE HOPMBI, XapaKTEPHbIE
JU1st 00CIIEyEMOTr0 KOHTHHI€HTA.

KOHTPOJIb KAYECTBA

Hﬂﬂ BHYTPEHHETO KOHTPOJIS Ka4€CTBA PEKOMEHAYETCS UCIIOIB30BaTh
CORMAY SERUM HN (Kar. Ne 5-172)
u CORMAY SERUM HP (Kar. Ne 5-173) misi Kakioil cepuu
HM3MEpEeHHit.

Hﬂﬂ KZ.HI/I6POBKI/I ABTOMATHYCCKUX AHAJIN3aTOPOB:

ACCENT-200, ACCENT-200 II GEN, ACCENT-220S, ACCENT
S120, ACCENT MC240, ACCENT M320, BS-120, pexomenayercs
ucnonb3oBate CORMAY HDL/LDL CALIBRATOR (Kart. Ne 5-178).
B  kauectBe (O-xammubparopa  peKOMEHIYETCS — HCIIONB30BaTh
JICHOHH30BAaHHYIO BOJY.

KamiGpoBounyro ~ KpHBYIO  CIEAyeT  COCTAaBIATh  KaxKIbIe
12 nenens (ACCENT-200, ACCENT M320), npu Kax10# cMeHe J1oTa
peareHTa MM B Cilyyae HEOOXOJMMOCTH, HAmp. €CIM Pe3yJbTaThl
KOHTPOJISt KayecTBa HE nonajiaT
B pehepeHTHBIH JHana3oH.

XAPAKTEPUCTUKHU ONPEJEJIEHUSA

OTH  METPONOTHYECKHE  XAPaKTEPUCTHKH  ObLIM  MOMYdEeHBI
TP MCTIONIb30BAaHUM aBTOMaTH4eckux aHamusaropoB: ACCENT-200
it ACCENT MC240. Pesynbrarel, TOJTyYEHHbIE
Ha IPYTUX aHATH3aTOPax W BPYYHYIO, MOTYT OT/IHYAThCS.

*  YyBCTBHTEJILHOCTH
2,0 mr/mn (0,05 mmoas/n) - ACCENT-200
3,6 mr/m1 (0,09 mmose/n) — ACCENT MC240

= JluHeiiHoCTH
110 700 mr/an (18,13 mmons/n) - ACCENT-200
n0 725 mr/un (18,78 mmouns/n) — ACCENT MC240

B cnydae Oomee BBICOKMX KOHIEHTpAlMii, pa30aBbTe mHpoOy
0,9% NaCl u mnoTopuTe HcClenOBaHUE. Pe3ynprar yMHOXKBTE

Ha HaKTop pazBeICHHS.

*  Cnenuduunocts / Untepdepenuuu

ACCENT-200 LDL DIRECT (Il GENERACIJA / Il GENERATION / Il [IOKOJIEHUE)

=  CpaBHeHHe MeTOJa

CpaBHenue Mmexjay pearentom CORMAY Ha ACCENT-200 (y)
M KOMMepdeckH AocTynmHbIM TectoM Ha Hitachi 912 (x) mma 43
00pa3sIoB A0 CIEAYIONIIE Pe3yIbTaThl:

y =0,9439 x + 17,566 mr/m;

R=10,988 (R — k09 HIMEHT KOPPENSIMN)

CpaBHeHue  BenuuuH — xonectepuna  JIITHII,  nomydeHHbIX
na ACCENT MC240 (y) u na ADVIA 1800 (x)
¢ wucmonab3oBanuem 44 06p3.3L[0B CBIBOPOTKH a0 CJIEAYIOLINE

Ppe3yIbTaThL:
y =1,0986 x - 8,6484 mr/n;

R =0,992 (R — k03 dunHEHT KOppensumm)
YTWIN3ALUSI OTXO10B

B COOTBETCTBHH € JIOKAIBHBIMH TPEOOBAHMAMH.
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PROGRAM NA ANALIZATORY / APPLICATION for / ATANITAIMUSA nas:

* ACCENT-200

Parameters * ACCENT-220S
Test Name LDL D R1 210 Parameters
Test No 26 R2 70 Test LDL D R1 210
Full Name LDL Direct Sample Volume 3 No 26 R2 70
Reference No | 26 R1 Blank Full Name LDL Direct Sample Volume |3
Analy. Type | Endpoint Mixed Reag. Blank Standard No | 26 R1 Blank
Pri. Wave. 578 nm Concentration 2 700 Reac. Type Endpoint Mixed Rtg. Blank
Secon. Wave. | 670 nm Linearity Limit Pri. Wave. 578 nm Linearity Range | 3.9 | 700
Trend Increase Substrate Limit Sec. Wave. 670 nm Linearity Limit
Reac. Time 0 [40 Factor Direction Increase Substrate Limit
Incuba. Time | 10 |:| Prozone check Reac. Time 0 | 38 Factor
Unit mg/dl Incuba. Time | 11 |:| Prozone check
Precision 0.1 ql I:l q2 I:l q3 |:| q4 |:| Unit mg/dl

Precision 0.1 ql D q2 I:l q3 I:l q4 I:l

PC | | Abs] |
PC | | Abs]| |

Calibration Rule
Rule Two-point Linear Calibration Rule
Sensitivity 1 Rule Two-point Linear
Replicates 3 Sensitivity 1
Interval (day) 84 Replicates 3
Difference Limit 0 Interval (day) 84
SD 0 Difference Limit 0
Blank Response | 0| 50000 SD 0
Error Limit 0 Blank Response 0 \ 50000
Coefficient 0 Error Limit 0

Coefficient 0

* ACCENT-200 II GEN

Parameters «  BS-120
Test Name LDL D R1 210 Parameters
Test No 26 R2 70 Test LDL D R1 225
Full Name LDL Direct Sample Volume 3 No 26 R2 75
Reference No | 26 R1 Blank Full Name LDL Direct Sample Volume 3
Analy. Type | Endpoint Mixed Reag. Blank Standard No | 26 R1 Blank
Pri. Wave. 578 nm Concentration 5 700 Reac. Type Endpoint Mixed Rtg. Blank
Secon. Wave. | 670 nm Linearity Limit Pri. Wave. 630 nm Linearity Range 1.8 | 680
Trend Increase Substrate Limit Sec. Wave. Linearity Limit
Reac. Time 0 40 Factor Direction Increase Substrate Limit
Incuba. Time | 10 |:| Prozone check Reac. Time 4 [18 Factor
Unit mg/dl Incuba. Time | 16 |:| Prozone check
Precision 0.1 at [ Ja2 [ Ja3[ Ja4[ | Unit mg/dl

Precision 0.1 ql I:l q2 l:l q3 l:l q4 l:l

PC | | Abs| |
PC | | Abs] |

Calibration Rule
Rule Two-point Linear Calibration Rule
Sensitivity 1 Rule Two-point Linear
Replicates 3 Sensitivity 1
Interval (day) 84 Replicates 3
Difference Limit 0 Interval (day) 84
SD 0 Difference Limit 0
Blank Response |0 | 50000 SD 0
Error Limit 0 Blank Response 0 [50000
Coefficient 0 Error Limit 0

Coefficient 0

ACCENT-200 LDL DIRECT (Il GENERACJA / I GENERATION / II [IOKOJIEHHME)
51_03_03_049_05
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* ACCENT S120

Chem [LDL D | No.[ 026 ] Sample Type
Chemistry [ LDL DIRECT | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave [ 578 nm | Sec Wave
Unit [ mg/dL | Decimal
Incubation Time
Blank Time [ -3 ] [1 ] Reaction Time
Standard limzplse&l uL !ﬁpmwd—l uL [M! uL R1 IMigil(‘)nvoluL
Decreased [ 2.5 | uL | 20 JuL | 180 | uL R2 ulL
Increased [ [ uL | JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 2 ‘ ‘ 730 ‘ Linearity Limit ‘ |
Linearity Range (Decreased) ‘ ‘ ‘ ‘ Substrate Depletion ‘ |
Linearity Range (Increased) \ ] \ ] Mixed Blank Abs 40000 ] [ 40000 ]
RI Blank Abs 20000 ] [_40000 ] On-board Stability | Dav(s)
Blank Response [ -40000 | [ 40000 ] Reagent AlarmLimit [ ]
Twin Chemistry | | |:| Enzyme Linear Extension
I:l Prozone Check
oo [ 1 o [ 1 vi L1 o3[ | o4 | | ve [
os 1 o6 [ 1 vi L rcl ] pc2 | | 11
:l Sample Pretreatment I:l Control Pretreatment I:l Calibrator Pretreatment
[ ] Pretreat Sample Vol I:l uL Pretreat Sample Vol :l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point linear ] [ 1 Bottle Changed
Factor :l Renlicates I:l Lot Changed
[ lcaTime
ACCEPTANCE LIMITS
Cal Time l:l Hour
Slove Diff ] sp [ ]
Sensitivity :l Repeatability 40000
Deter Coeff l:l

ACCENT-200 LDL DIRECT (Il GENERACIJA / Il GENERATION / Il [IOKOJIEHUE)
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* ACCENT MC240

Chem [ LDL D | No.[ 026 ] Sample Type
Chemistry [ LDL DIRECT | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave [ 605 nm | Sec Wave
Unit [ me/dL | Decimal
Incubation Timg
Blank Time [-3 | [ | Reaction Tim
Standard Sang.lse Vol . Aspirated . Diluent . - Realise(r)u VcluL
Decreased | 25 | uL [ 20 Ju [ 180 ] uL R2 ul
Increased | ] uL [ JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 3.6 ‘ ‘ 725 ‘ Linearity Limit | ‘
Linearity Range (Decreased) ‘ ‘ ‘ ‘ Substrate Depletion | ‘
Linearity Range (Increased) \ | \ | Mixed Blank Abs [__-35000 ] [ 35000 ]
RIBlank Abs 35000 ]  [_35000 ] On-board Stability | Dav(s)
Blank Response [___-35000 ] [ 35000 ] Reagent Alarm Limit [ |
Twin Chemistry | ] :l Enzvme Linear Extension
[ Prozone Check
oo 1 o2 [T vi 1L 1 o3| | o4 | | vz | | ]
os 1 o6 [ vz 10 eral | pc2 | | I | ]
[ sample Pretreatment [ Control Pretreatment [ Calibrator Pretreatment
[ ] Pretreat Sample Vol I:l ul Pretreat Sample Vol :l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point linear ] |:| Bottle Changed
Factor I:| Renlicates I:| Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slove Diff ~ [__] sp [ ]
Sensitivity :l Repeatability
Deter Coeff I:'

ACCENT-200 LDL DIRECT (Il GENERACJA / I GENERATION / II [IOKOJIEHHME)

51_03_03_049_05
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¢ ACCENT M320

Sample Vol Aspirated
Standard 2.5 [’ [’

Diluent

Chem [ LDL D | No.[ 026 | Sample Type

Chemistry [ LDL DIRECT | Print name

Reaction Type [ Endpoint ] Reaction Direction

Pri Wave [ 570 nm | Sec Wave

Unit [mg/dL ] Decimal
Incubation Time @

Blank Time | -3 ] [ -1 ] Reaction Time

Reagent Vol
— Y m

Decreased | 25 ] uL [ 20 lur [ 180 | uL R2[ 60 JuL
Increased [ ] uL [ JuL | | uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 4.2 | ‘ 750 | Linearity Limit | |
Linearity Range (Decreased) ‘ | ‘ | Substrate Depletion | |
Linearity Range (Increased) [ ] [ ] Mixed Blank Abs -35000 35000
RIBlank Abs 35000 1 [ 35000 ] On-board Stability [ ] Daw(s)
Blank Response | 235000 | [ 35000 ] Reagent Alarm Limit |:|
Twin Chemistry | ] :l Enzvme Linear Extension
I:l Prozone Check
oo 1 oo [T wvi L JCJ o3 ] o4 | | va [ 101
os 1 oo [ 1 v3 101 pal ] pc2 | | I
:l Sample Pretreatment I:' Control Pretreatment I:l Calibrator Pretreatment
[ ] Pretreat Sample Vol :l ul Pretreat Sample Vol :l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model | Two- point linear ] |:| Bottle Changed
Factor :| Replicates |:| Lot Changed
|:| Cal Time

ACCEPTANCE LIMITS
Cal Time [T Hour
Slope Diff  [__] sp [ ]
Sensitivity :l Repeatability 35000
Deter Coeff  [___]

ACCENT-200 LDL DIRECT (Il GENERACIJA / Il GENERATION / Il [IOKOJIEHUE)
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