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Nr kat. 7-204 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia cholesterolu
catkowitego, przeznaczony do wykonywania oznaczen
na automatycznych analizatorach: ACCENT-200,
ACCENT-200 II 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

Cholesterol jest istotnym sktadnikiem strukturalnym bton
komérkowych, prekursorem kwaséw zétciowych i wszystkich
hormonéw steroidowych. Z tego wynika jego ogromne
znaczenie dla prawidlowego funkcjonowania organizmu.
Mimo to, istnieje réwniez dobrze zbadana zalezno$¢ pomigdzy
poziomem cholesterolu we krwi a choroba wiencowa serca.
Oznaczenie poziomu cholesterolu w surowicy jest cenne
w profilaktyce i monitorowaniu choroby naczyniowej serca
oraz dla oceny funkcjonowania watroby, pecherzyka
z6tciowego i wehtaniania jelitowego.

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

estry cholesterolu + H20 CHE, cholesterol + kwasy tluszczowe
cholesterol + 0> -CHO, cholest-4-en-3-on + H202

2 H20: + 4-aminoantypiryna + fenol POD,_ chinonoimina + 4 H20
(czerwone zabarwienie)

Intensywnos¢ zabarwienia jest wprost proporcjonalna
do stezenia cholesterolu.

ODCZYNNIKI
Sklad zestawu

1-REAGENT 4x35ml

Tlo$¢ testow

ACCENT-200 490
ACCENT-200 I GEN 490
ACCENT-220 S 500
ACCENT S120 620
ACCENT MC240 690
ACCENT M320 620
BS-120 500

Odczynnik przechowywany w temp. 2-8°C zachowuje trwato$¢
do daty waznoéci podanej na opakowaniu. Odczynniki
przechowywane na pokladzie aparatu w 2-10°C sa stabilne
przez 10 tygodni (ACCENT-200) lub przez 12 tygodni
(ACCENT MC240).

ACCENT-200 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¢ regkawice ochronne, odziez
ochronng, ochrong oczu lub ochrong twarzy.
P305+P351+P338 \% PRZYPADKU
DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ woda przez
kilka minut. Wyja¢ soczewki kontaktowe, jezeli sa i mozna je
tatwo usuna¢. Nadal ptukac.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na EDTA lub heparyng
(s0l litowa, sodowa lub amonowa) bez $ladéw hemolizy.
Przed pobraniem krwi pacjent powinien zachowa¢ $cista dietg
(min. 12 godzin). Wskazane jest przyjecie przez pacjenta
pozycji siedzacej (ok. 30 minut). Do badan nalezy pobra¢ 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 wykonywa¢ badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-REAGENT jest gotowy do uzycia.

Do wykonania préby zerowej nalezy uzywa¢ wody
dejonizowane;j.

Dla analizatoréw ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S oraz BS-120 przy kazdej kalibracji nalezy
wyznaczy¢ tto odczynnikowe (Reagent Blank). Do wykonania
$lepej préby odczynnikowej nalezy uzyé wody dejonizowanej.
Zlecajac  kalibracj¢ nalezy zaznaczy¢é 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: CHOL -
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LIPASE, CREATININE - CHOL, ALAT - CHOL, ASAT -
CHOL, CK - CHOL, CHOL - MG. W celu uniknigcia tego
efektu nalezy zastosowal si¢ do zalecen zawartych
w instrukcji: 51_03_24_001_ACCENT-200_CARRYOVER.

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

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

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dotacza¢ surowice kontrolne: CORMAY SERUM HN
(Nr Kat. 5-172) i CORMAY SERUM HP (Nr kat. 5-173).
Do kalibracji analizatoréw automatycznych nalezy stosowac
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;
5-176) i LEVEL 2 (Nr kat. 5-175; 5-177). Jako kalibratora
0 nalezy uzywaé¢ wody dejonizowane;j.

Krzywa kalibracyjna powinna by¢ sporzadzana co 10 tygodni
(ACCENT-200) lub co 12 tygodni (ACCENT MC240),
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. jesli warto$ci oznaczenia surowic kontrolnych nie mieszcza
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.

= Czulo$é¢
2,85 mg/dl (0,07 mmol/l) - ACCENT-200
7,6 mg/dl (0,2 mmol/l) - ACCENT MC240

=  Liniowos¢
do 900 mg/dl (23,3 mmol/l) - ACCENT-200
do 860 mg/dl (22,3 mmol/l) - ACCENT MC240

= 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

Powtarzalnos¢ Srednia SD CvV

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 | 101,74 1,64 1,61
n=20 poziom 2 | 240,78 1,50 0,62
ACCENT MC240 | poziom 1 | 97,54 0,80 0,82
n=20 poziom 2 | 243,29 2,18 0,90
Odtwarzalno$é Srednia SD (&)Y

(day to day) [mg/dl] | [mg/dl] [%]
ACCENT-200 poziom 1 | 260,25 7,88 3,03
n=80 poziom 2 | 109,73 3,16 2,38
ACCENT MC240 | poziom 1 | 242,30 4,39 1,80
n=80 poziom2 | 9590 1,27 1,30

ACCENT-200 CHOL

= Poréwnanie metody

Poréwnanie wynikéw oznaczen cholesterolu wykonanych
na ACCENT-200 (y) i na OLYMPUS AU 400 (x) z uzyciem
30 prébek, dato nastgpujace wyniki:

y = 1,047 x — 6,5774 mg/dl;

R =0,997 (R — wspdtczynnik korelacji)

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

y =0,9963 x — 1,8305 mg/dl;

R=0,995 (R — wspétczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowaé zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit for determination of total cholesterol
concentration intended to use in automatic analyzers:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, 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

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 SHO, cholest-4-en-3-one + H202

2 H>O»+4-aminoantipyrine + phenol lﬂD»quinoneimine dye+4 H20
(red coloured)

The colour intensity is proportional to the cholesterol
concentration.

REAGENTS
Package
1-REAGENT 4x35ml

The reagent, stored at 2-8°C is stable up to expiry date printed
on the package. The reagent stored on board of the analyzer
at 2-10°C is stable for 10 weeks (ACCENT-200)
or for 12 weeks (ACCENT MC240).

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

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

ACCENT-200 CHOL

= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.
= ]-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. Serum should
be separated from red blood cells as soon as possible after blood
collection.

Plasma cholesterol values have been reported to be 3% to 5%
lower than serum cholesterol values.

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-REAGENT is 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.Blk
should be selected.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 IT GEN, ACCENT-220S and BS-120, there is
a probability of cross-contamination affecting the tests results:
CHOL - LIPASE, CREATININE - CHOL, ALAT - CHOL,
ASAT - CHOL, CK — CHOL, CHOL - MG. To avoid this effect
follow the recommendations contained in the instruction
51_03_24_001_ACCENT-200_CARRYOVER.

REFERENCE VALUES
serum / plasma mg/dl mmol/l
children ° < lyear 66.1 —228.5 1.71 -591
1-19 years 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)
and CORMAY SERUM HP (Cat. No 5-173).

For the calibration of automatic analysers the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)
and LEVEL 2 (Cat. No 5-175; 5-177) are recommended.
Deionised water should be used as a calibrator 0.

The calibration curve should be prepared every 10 weeks
(ACCENT-200) or every 12 weeks (ACCENT MC240),
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 MC 240. Results may
vary if a different instrument or a manual procedure is used.

= Sensitivity
2.85 mg/dl (0.07 mmol/l) - ACCENT-200
7.6 mg/dl (0.2 mmol/l) - ACCENT MC240

= Linearity
up to 900 mg/dl (23.3 mmol/l) - ACCENT-200
up to 860 mg/dl (22.3 mmol/l) - ACCENT MC240

= 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 Mean SD (6)%

(run to run) [mg/dl] | [mg/dl] [%]
ACCENT-200 level 1 101.74 1.64 1.61
n=20 level 2 | 240.78 1.50 0.62
ACCENT MC240 level 1 97.54 0.80 0.82
n=20 level 2 | 243.29 2.18 0.90
Reproducibility Mean SD CV

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 260.25 7.88 3.03
n=80 level 2 109.73 3.16 2.88
ACCENT MC240 level 1 242.80 4.39 1.80
n=80 level 2 95.90 1.27 1.30

= Method comparison

A comparison between cholesterol values determined
at ACCENT-200 (y) and at OLYMPUS AU 400 (x) using
30 samples gave following results:

y = 1.047 x — 6.5774 mg/dl;

R =0.997 (R - correlation coefficient)

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

y =0.9963x — 1.8305 mg/dl;

R =0.995 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 CHOL
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MNPEANOJATAEMOE UCIIOJIb30OBAHUE
JlnarHocTHYECKU Ha0Op Ui ONpeseseH s KOHIEHTPaIlHK
XOJIIeCTepHHa, npeaHa3HaYeH UL HCIIOJIB30BaHHS
Ha  aBTOMATUYECKHX  OHMOXMMHYECKHX  aHAJIM3aToOpax:
ACCENT-200, ACCENT-200 II GEN, ACCENT 2208,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120,
ACCENT 400 u ACCENT Neo200.

PeareHTbl TOKHBI UCTHOJIB30BATHCS TOIBKO JUISL AUATHOCTHKH
in vitro, KBanMUIMPOBAHHBIM J1A0OPATOPHBIM IIEPCOHATIOM,
B LemiX, A1 KOTOPBIX ~ OHM  MpeIHAa3HAYEeHBI,
B COOTBETCTBYIOIIHX JIA00PATOPHBIX YCIOBHSX.

BBEJIEHUE

XoJecTeprH SIBISIETCS] BaXKHON COCTABHOM YaCThIO KICTOUHBIX
MeMOpaH, MPEKYPCOPOM KETIHBIX KUCIOT U BCEX CTEPOUTHBIX
TOPMOHOB. ITosTOMy  XOJECTepHH  OYCHb BaXKeH
I HOPMaJlbHOrO  (YHKIMOHMPOBaHHS  OPraHU3MA.
CyILIecTByeT TaKKe XOPOIIO M3y4eHHAs 3aBUCHMOCTb MEKIY
YPOBHEM XOJIECTEPHHA B KPOBU M CEPACYHO COCYIUCTBIMH
3aboneBanmsaMyu.  OmnpejelieHHe  YpOBHS  XOJECTEpHHA
B CBIBOPOTKE  KPOBH  BaXHO B  NPOQUIAKTHKE
W MOHHMTOPHHIOBaHHMH CEPJEYHO-COCYIHCTHIX 3a00JIeBaHNUI,
Uil OUCHKM  (YHKUME  TEYeHM, IKEIYHOTO  My3bIps
M KHUIICYHUKA.

TIMPUHLIUII METOJIA

Metoa KOJOPHMETPUYECKHI, SH3UMATHUECKUH C CTepa3on

u okcupaasoit xonecrepuna (CHOD/PAP).

adupsI Xonectepuna + HO %xoneaepmu + JKUPHBIE KHCIIOThHI

XOJIECTEPHH + Ozﬂ)’ xonect-4-un-3-on + H202

2 H20: + 4-aMHHOQHTHITHPHH + (eHo mb XMHOHUMHH + 4 H20
(KpacHast OKpacka)

HnTencuBHOCTD OKpacKu TpsIMO TPONOPLIHOHANBHA

KOHIIEHTPAIUX XOJEeCTepHHA.

PEATEHTBI
Cocrap Habopa
I-REAGENT 4 x 35 Mn

Ipu temneparype 2-8°C, peareHT COXpaHsET CTaOMIBHOCTBH
B TEYCHHE BCEro CPOKa TOJHOCTH, YKA3aHHOTO Ha yIIAKOBKE.
CrabunbHocTh Ha 6opTy aHanm3aropa npu 2-10°C cocrabiser
10 wegens (ACCENT-200) unu 12 venens (ACCENT MC240).

KOHHeHTpalIl[l[ KOMIIOHEHTOB B peareHre

Bydep I'yna (pH 6,4) < 120 MMoub/n
Denon < 6 MMOJIB/TT
4-amuHOaHTHIMPHUH (4-AA) < 0,4 mmoun/n
Xomnunscrepasza (CHE) < 4 MKKaT/n
Xonecrepunokcugasza (CHO) < 5 mMkkat/n
Tlepokcunaza (POD) > 24 MKKat/n

KOHCEPBAHTbI, MOIOLIIE CPEICTBA, CTAOUIN3aTOPBI

ACCENT-200 CHOL

Ipenynpesxaenusi 4 npuMeYaHus

= JlpemoxXpaHAThb OT TNpPAMBIX  COJHEYHBIX  JIydei
M 3arps3HeHus!

* BuuMaTenbHO mHpoyMTaiitTe macmopT — 6e30macHoOCTH
xumudeckoi npoaykiuun (MSDS), KOTOpbIi comepKUT
nospoOHy0 HMHGOPMAIMIO O TpaBUiax 6e30MacHOro
XPaHEHHUs ¥ UCIIONb30BAHMS TOBApA.

= 1-REAGENT co0TBeTCTBYeT KPHTEPHUSIM KIACCHPHKALMU
cornacHo nocranopyieHnto (EC) Ne 1272/2008.

Buumanue

H319 Bri3biBaet cepbE3Hoe pasapakeHue rias.
P280 Ilonb30BaThesi 3alMTHBIMU TMEPYATKAMH,
3aIIUTHOM OO, CPeACTBaMU 3aIlUThl TJIa3
WJIM JTULIA.

P305+P351+P338 Ilpu mnomaganum B ruaza: OCTOPOXHO

TIPOMBITH TJIa3a BOJIOH B TEUCHHE HECKOIBKMX MHUHYT. CHATH

KOHTAKTHBIC JIMH3BI, €CJIM BBl HOJb3YyeTeCh MMU M €CIH 3TO

JICTKO cAeJaTh. HpOZ[OJ'DKPITI: TIPOMBIBAHUE IJ1a3.

BUOJOTMYECKUA MATEPHAJT

CbIBOPOTKAa WM IUIa3Ma KPOBH, B3ATOH Ha remapuH 0O
EDTA (conm nuTHeBas, HaTpHeBas WM aMMOHHeBas) 6e3
CJIEJIOB TEeMOJIN3a.

Ilepen oT6OPOM KpOBM MALEHT JODKECH TOJIOAATh HE MEHee
12 gaco. HenocpeacTBeHHO nepe My HKIHEH, PEKOMEHTy eTCs
HAXOAUTCS B pacciabIeHHOM TOJIOKEHNH B TeueHue 30 MUHYT.
KpoBp Heob6Xxoaumo OpaTh W3 BEHBLOPUTPOLMTHI CIETyeT
MaCKCHUMAJIbHO 6LICT‘p0 OTACIUTH oT CBIBOPOTKH.
3Ha4YeHUs XOJIeCTepHHA B IU1a3Me 00BbIYHO Ha 3-5% HuKe, 4eM
B CBIBOPOTKE.

ChIBOpOTKA M ILIa3Ma MOTYT XPaHUThCS B TeUeHHE 3 JHEi npu
temneparype 2-8°C, mmbo 6 wmecsues 1npu -20°C.
Tem He MeHee, PEKOMEHIYETCS IPOBOJUTH OMPEJCICHUS
Ha CBEXKEB3ATOM OHOIIOrMYeCKOM MatepHae!

MNPOLEIYPA OIPEJNEJIEHUSA

1-REAGENT roToB K HCIOJIb30BaHHUIO.

B KkauecTBe OJaHK-peareHTa PEKOMEHIYETCs MHCIOJIb30BaTh
JICMOHM30BaHHYIO BOJLY.

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.Blk should be selected.

Heo0xonumble aeiicTBus:

Ipu Beimonuennn ananu3oB Ha ananuzatopax: ACCENT-200,
ACCENT-200 IT GEN, ACCENT-220S u BS-120 BO3MO)HO
HMCKaXCHHEC Pe3ysibTaToOB AHAJIN30B,
IepeKpecTHLIM 3arpsi3HeHneM Mexay pearearamu: CHOL -
LIPASE, CREATININE - CHOL, ALAT - CHOL, ASAT -
CHOL, CK — CHOL, CHOL - MG. Yto0bl u30€)aTh 3TOr0
sddexra, crmemyiite  peKOMEHIALUAM,  COZAEPXKAIIUMCS
B unctpykumu 51_03_24_001_ACCENT-200_CARRYOVER.

BBI3BAHHOC
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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

Jlisi BHYTpPEHHEro KOHTPOJIS PEKOMEHIYeTCs MHCIIOJIb30BaTh
KoHTpoJbHble  chiBopotkh  CORMAY  SERUM  HN
(Kar.Ne 5-172) m CORMAY SERUM HP (Kar.Ne 5-173)
JUIS KaXKJI0H CepUH U3MEPeHUi.

Jinst KaIuOPOBKH aBTOMAaTHYECKUX aHAJIM3aTOPOB
peKOMEeHyeTCst HCTIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177). B xauectBe
0-kxaymbparopa pEKOMEeHTyeTCs HCIIOJIb30BATh
JIEHOHU30BAHHYIO BOJY.

KanunbpoBouHylo KpHBYIO CIEIyeT COCTaBIIATh KaK/ble
10 semens (ACCENT-200) wu kaxasie 12 vemens (ACCENT
MC240), npu ka0l CMEHE JIOTa peareHTa WIM B cilydae
HEOOXOIMMOCTH, HAIp., €CIIH Pe3yIbTaThl KOHTPOJIS Ka4ecTBa
HE MONaJaloT B pe)epeHTHBIN qUamna3oH.

XAPAKTEPUCTHUKH ONIPEJEJIEHUST

OTH MeTPOJIOTUYecKHe XapaKTePHCTHKH ObIIM  IIONYYCHBI
npu HCIIOJIb30BAHUM ABTOMATUYCCKUX AHAJIU3aTOPOB:
ACCENT-200 1 ACCENT MC240. Pe3ybTaThl, N0JTy4eHHbIE
Ha APYTMX aHAIU3aTOpaxX U BPYUYHYIO, MOTYT OTJIMYATBCS.

®*  YyBCTBUTEJIbHOCTDb:
2,85 mr/m1 (0,07 mmons/i) - ACCENT-200
7,6 mr/ma (0,2 mmone/n) - ACCENT MC240

= JluHeiiHOCTh:
110 900 mr/mn (23,3 mmoune/n) - ACCENT-200
110 860 mr/mn (22,3 mmons/m) - ACCENT MC240

= Crnemupuynocts / UnTepdepenuun

T'emorno6un no 0,31 r/mn, ackopbar no 62 mr/a, GunupyOun
o 20 mr/an u Tpurauuepuast go 1000 mr/mn He BiIMAOT
Ha Pe3yJIbTaThl ONPEICICHUI.

= TouHocTh

IoBTOpsieMocTH Cpennee | SD (6)%
(MeX]Ty cepusiMH) [mr/mn] | [mr/mn] | [%]
ACCENT-200 ypoBeHs 1 101,74 1,64 | 1,61
n=20 YpOBEHb 2 240,78 1,50 | 0,62
ACCENT MC240 |yposens 1 97,54 0,80 | 0,82
n=20 YpOBeHb 2 243,29 2,18 | 0,90
BocnpousBoaumocts Cpenuee | SD (6)%

(130 JHS B ICHD) [mr/mn] | [mr/m] | [%)]
ACCENT-200 ypoBeHs 1 260,25 | 7,88 | 3,03
n=80 YpOBeHb 2 109,73 3,16 | 2,88
ACCENT MC240 |yposens 1 242,80 | 4,39 | 1,80
n=80 YpOBEHb 2 95,90 1,27 1,30

ACCENT-200 CHOL

= CpaBHeHHEe MeTOJa

CpaBHeHHE  pe3yJIbTaToB  ONpEIENCHHs  XOJeCTepHHA
nomydyeHHslx ~ Ha  aHamuzatope  ACCENT-200  (y)
u Ha OLYMPUS AU 400 (x) ¢ ucrionb3oanuem 30 06pa3ios
JIaJIo CIeAyIOIIue pe3yabTaThl:

y = 1,047 x — 6,5774 mr/m;

R =0,997 (R — k03 HHUIMEHT KOPPEITSAIINH)

CpaBHEHHE  DPe3yJIbTATOB  ONpPENEICHUS  XOJIECTEpHHA,
npousBenenusix Ha ACCENT MC240 (y) u na ADVIA 1800
(X) ¢ wucrionb3oBaHHeM 58 00pasnOB CHIBOPOTKH IaJio
CJIEYIOLINE PE3YIIbTATHI:

y =0,9963 x — 1,8305 mr/m;

R=0,995 (R - xoaddurment xoppensunn)

YTHJIHA3ALUSA OTXOA0B
B cOOTBETCTBHH C JIOKAJIbHBIMH TpCGOBaHHSIMH.
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ACCENT-200 CHOL

PROGRAM NA ANALIZATORY / APPLICATION for / ATANITAIMUSA nas:

¢ ACCENT-200, ACCENT-200 II GEN *«  BS-120
Parameters Parameters
Test Name CHOL R1 250 Test CHOL R1 250
Test No 2 R2 No 2 R2
Full Name Cholesterol Sample Volume 3 Full Name Cholesterol Sample Volume 3
Reference No | 2 R1 Blank Standard No |2 R1 Blank
Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint Mixed Rtg. Blank
Pri. Wave. 510 nm Concentration 2.85 1900 Pri. Wave. 510 nm Linearity Range 1.6 | 800
Secon. Wave. | 670 nm Linearity Limit Sec. Wave. 670 nm Linearity Limit
Trend Ascending Substrate Limit Direction Increase Substrate Limit
Reac. Time 0 | 25 Factor Reac. Time 0 | 16 Factor
Incuba. Time |:| Prozone check Incuba. Time | 16 |:| Prozone check
Unit mg/dl Unit mg/dl
Precision Integer ql I:l q2 l:l q3 l:l q4 l:l Precision Integer ql I:l q2 l:l q3 l:l q4 l:l
PC | | Abs] | PC | | Abs]| |
Calibration Rule Calibration Rule
Rule Multi-point Linear Rule Multi-point Linear
Sensitivity 1 Sensitivity 1
Replicates 3 Replicates 3
Interval (day) 70 Interval (day)
Difference Limit 0 Difference Limit 0
SD 0 SD 0
Blank Response | 0| 50000 Blank Response |0 | 50000
Error Limit 0 Error Limit 0
Coefficient 0 Coefficient 0
* ACCENT-220S
Parameters
Test CHOL R1 250
No 2 R2
Full Name Cholesterol Sample Volume |3
Standard No |2 R1 Blank
Reac. Type Endpoint Mixed Rtg. Blank
Pri. Wave. 510 nm Linearity Range 1.95 1950
Sec. Wave. 670 nm Linearity Limit
Direction Increase Substrate Limit
Reac. Time 0 | 20 Factor
Incuba. Time l:l Prozone check
Unit mg/dl
Precision Integer ql |:| q2 I:l q3 I:l q4 |:|
PC | | Abs] |
Calibration Rule
Rule Multi-point Linear
Sensitivity 1
Replicates 3
Interval (day) 70
Difference Limit 0
SD 0
Blank Response | 0| 50000
Error Limit 0
Coefficient 0
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* ACCENT S120

Chem [ CHOL | No.[ 002 Sample Type
Chemistry [ CHOLESTEROL | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave [ 510 nm | Sec Wave
Unit [ me/dl | Decimal
Incubation Time E
Blank Time [ -3 | [-1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 25 uL uL RI uL
Decreased | 25 | L [ 20 JuL [_180 R JuL
Increased [ ] uL [ JuL |
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 3,8 | | 860 ‘ Linearity Limit ‘ |
Linearity Range (Decreased) | | | ‘ Substrate Depletion ‘ |
Linearity Range (Increased) [ | [ | Mixed Blank Abs [___40000 ] [__40000 ]
RI Blank Abs [___-40000 ] [ 40000 J On-board Stability | Dav(s)
Blank Response [ -40000 | [ 40000 ] Reagent Alarm Limit [ |
Twin Chemistry [ ] :l Enzvme Linear Extension
\:I Prozone Check
oo 1 oo [—J vi 17 o3 | o4 | | ova 11
os 1 o [—1 v3 1L 1epcrl | pc2 | I [E I
: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 [ Multi-point linear ] |:| Bottle Changed
Factor I:' Replicates I:' Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time [T Hour
Slove Diff  [_| sp [
Sensitivity l:' Repeatability
Deter Coeff :l
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ACCENT-200 CHOL

* ACCENT MC240

Chem [ CHOL | No.[ 002 ] Sample Type
Chemistry [CHOLESTEROL ] Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 505 nm | Sec Wave
Unit [ me/dl I Decimal
Incubation Time |0__—‘
Blank Time [ -3 | [-1 | Reaction Time |—40___|
Standard Samg41e Vol . Aspirated . Diluent . - Reaienl VoluL
Decreased | 4 | uL [ 20 Jlu. [ 180 ] uL R JuL
Increased | | L | JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) [76 | [860 | Linearity Limit | |
Linearity Range (Decreased) ‘ ‘ ‘ | Substrate Depletion | ‘
Linearity Range (Increased) \ | \ ] Mixed Blank Abs [_-35000 ] [ 35000 ]
R1Blank Abs [ -35000 ] [ 35000 ] On-board Stability | Dav(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit [ |
Twin Chemistry | ] :l Enzyme Linear Extension
I:' Prozone Check
oo 1 o2 [T vi 1L 1 o3[ | o4 | | vz | ]
os 1 o6 [ vz 10 eral | pc2 | | I | ]
:l Sample Pretreatment I:l Control Pretreatment I:l Calibrator Pretreatment
[ ] Pretreat Sample Vol | 1L Pretreat Sample Vol ] ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear ] |:| Bottle Changed
Factor —1 Replicates 2] [ 1totChanged
[ 1 calTime
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slope Diff ~ [___] sp [ ]
Sensitivity :l Repeatability
Deter Coeff I:'
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* ACCENT M320

Chem [ CHOL ] No.[_ 002 ] Sample Type
Chemistry [ CHOLESTEROL Print name
Reaction Type [ Endpoint ] Reaction Direction
Pri Wave [ 505 nm | Sec Wave
Unit [ mg/dl | Decimal
Incubation Time
Blank Time [-3 ] [-1 ] Reaction Time
Standard limzplseLoll uL lﬁ% uL !M| uL RI luL
Decreased [ 2.5 ] uL [ 20 JuL | 180 ] uL R2 :‘ uL
Increased [ | uL [ JuL | ] uL
l:l Sample Blank ‘El Auto Rerun
Linearity range (Standard) ‘ 38 | ‘ 950 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Linearity Range (Increased) \ I ] Mixed Blank Abs [__-35000 ] [ 35000 ]
RIBlank Abs 35000 1  [_35000 ] On-board Stability [ ] Dav(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit [ ]
Twin Chemistry | ] 1 Enzvme Linear Extension
I:l Prozone Check
oo [ 1 o [T vi 1L o3l ] o4 | | va [ 1[ 1
os 1 o6 [ 1 v3 [ J0C_1pcl ] pc2 | | 11
:l Sample Pretreatment I:l Control Pretreatment I:l Calibrator Pretreatment
[ ] Pretreat Sample Vol :l ul Pretreat Sample Vol :l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi- point linear ] [ TBottle Changed
Factor :l Renlicates |:| Lot Changed
[ lcaTime
ACCEPTANCE LIMITS
Cal Time :l Hour
Slope Diff [ ] sp [ ]
Sensitivity :l Repeatability 35000
Deter Coeff :l
Data wydania / Date of issue / laTa co3nanus:. 06. 2023.
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