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ACCENT-200 CK

Nrkat. 7-220 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania aktywnosci kinazy
kreatynowej, przeznaczony do wykonywania oznaczen
na automatycznych analizatorach: ACCENT-200, ACCENT-
200 I 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

Kinaza kreatynowa (CK) Kkatalizuje przeniesienie grupy
fosforanowej miedzy fosforanem kreatyny
a adenozynodifosforanem (ADP). Produktem tej reakcji
jest adenozynotrifosforan (ATP) — komérkowe zrédto energii.
CK jest dimerem sktadajacym si¢ z dwu réznych podjednostek
nazwanych M i B. Trzy izoenzymy powstale z tych
podjednostek wystgpuja w mézgu i mig$niach gladkich (BB),
migé$niach szkieletowych (MM) i migéniu sercowym (MM
i MB). Podwyzszony poziom CK jest zazwyczaj spowodowany
uszkodzeniem mig$ni, zawatem serca lub zawatem ptucnym.

ZASADA METODY
Optymalizowana metoda kinetyczna oparta na zaleceniach
Miegdzynarodowej Federacji Chemii Klinicznej (IFCC).

fosforan kreatyny + ADP 4&; kreatyna + ATP

ATP + glukoza 2K . ADP + glukozo-6-fosforan

glukozo-6-fosforan + NADP, GOP-DH 6-fosfoglukonian + NADPH+H"
“—>

Szybkos$¢ tworzenia si¢ NADPH mierzona jako zmiana

absorbancji przy A=340 nm jest wprost proporcjonalna
do aktywnosci kinazy kreatynowej.

ODCZYNNIKI

Sklad zestawu

1-REAGENT 1x30ml
2-REAGENT 1x7ml

Tlo$¢ testow

ACCENT-200 130
ACCENT-200 IT GEN 130
ACCENT-220S 130
ACCENT S120 170
ACCENT MC240 170
ACCENT M320 170
BS 120 130

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwato$¢ do daty waznosci podanej na opakowaniu.
Odczynniki przechowywane na poktadzie aparatu w 2-10°C sa
stabilne przez 11 tygodni (ACCENT-200) lub przez
12 tygodni (ACCENT M320, ACCENT S120).

ACCENT-200 CK

Stezenia skladnikow w zestawie

1-REAGENT

bufor imidazolowy 100 mmol/l
glukoza 20 mmol/1
N-acetylocysteina 20 mmol/l
octan magnezu 10 mmol/1
EDTA 2 mmol/l
NADP 2 mmol/l
ADP 2 mmol/l
AMP 5 mmol/l
HK >2,5U/ml
2-REAGENT

pentafosforan diadenozyny 10 pmol/1
dehydrogenaza glukozo-6-fosforanowa (G6P-

DH) > 1,5 U/ml
fosforan kreatyny 30 mmol/l
konserwant

Ostrzezenia i uwagi

= Nalezy zapoznaé si¢ z Karta charakterystyki (MSDS),
ktéra zawiera szczegétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.

= Nie zamraza¢ odczynnikow.

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Nie uzywac odczynnikéw po uptywie daty waznosci.

=  Nie zamienia¢ zakrgtek reagentow.

= 1-REAGENT spemia kryteria klasyfikacji zgodnie
z rozporzadzeniem (WE) nr 1272/2008.

Sktadniki:

1-REAGENT zawiera imidazol.

Niebezpieczenstwo

H360D Moze dziala¢ szkodliwie na dziecko

w ltonie matki.
é P201 Przed uzyciem zapozna¢ si¢ ze specjalnymi
Srodkami ostroznosci.
P308+P313 w przypadku narazenia
lub stycznosci: Zasiggna¢ porady lekarza.
P405 Przechowywac pod zamknigciem.

MATERIAL BIOLOGICZNY

Surowica bez $ladéw hemolizy.

Aktywno$¢ CK nie jest stabilna i spada w czasie
przechowywania prébki. Prébki nalezy chronié¢ przed dostgpem
$wiatla i powietrza.

Prébki mozna przechowywaé przez 4-8 godzin w temp.
15-25°C lub 1-2 dni w 2-8°C lub 1 miesiac w -20°C.

Jednak polecamy wykonywaé badania na $§wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

Do wykonania préby zerowej nalezy uzywaé¢ wody
dejonizowane;j.
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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: CK - CHOL, CK
- GLUCOSE, CK - CREATININE, CK - MG,
CK-MB - CK. W celu uniknigcia tego efektu nalezy zastosowaé
si¢ do zalecen zawartych w instrukcji:
51_03_24_001_ACCENT-200_CARRYOVER.

WARTOSCI PRAWIDELOWE 3

surowica 37°C

kobiety <167UN1 | < 2,78 pkat/l
mezczyzni <190UN | < 3,17 pkat/l

Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresow ~ 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: ACCENT-200,
ACCENT-200 II GEN, nalezy stosowa¢ CORMAY
MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176)
lub LEVEL 2 (Nr kat. 5-175; 5-177).

Do kalibracji analizatoréw automatycznych: ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320,
BS-120, nalezy stosowa¢ CORMAY MULTICALIBRATOR
LEVEL 1 (Nr kat. 5-174; 5-176) i LEVEL 2 (Nr kat. 5-175;
5-177). Jako kalibratora 0 nalezy uzywa¢ wody dejonizowane;.
Krzywa kalibracyjna powinna by¢ sporzadzana co 4 tygodnie
(ACCENT-200) lub co 12 tygodni (ACCENT M320,
ACCENT S120), 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 analizatoréw
automatycznych: ACCENT-200 i ACCENT MC240.
W  przypadku przeprowadzenia oznaczenia na innym
analizatorze lub manualnie otrzymane wyniki moga réznié
si¢ od podanych.

= Czulos$é¢
45 U/1(0,75 pkat/l) - ACCENT 200

= LOQ (granica oznaczalno$ci)
3,7 U/ (0,062 pkat/l) - ACCENT MC240

= Liniowos$é
do 2000 U/1 (33,3 pkat/l) - ACCENT 200
do 2710 U/1 (45,17 pkat/l) - ACCENT MC240

Dla wyzszych aktywno$ci prébke nalezy rozcienczy¢
0,9 roztworem NaCl, oznaczenie powtérzy¢, a wynik
pomnozy¢ przez wspéiczynnik rozcienczenia.

=  Specyficzno$¢ / Interferencje
Hemoglobina do 0,156 g/dl, bilirubina do 20 mg/dl, kwas
askorbinowy do 62 mg/l i triglicerydy do 1000 mg/dl
nie wplywaja na wyniki oznaczenia.

ACCENT-200 CK

= Precyzja

Powtarzalnos¢ Srednia | SD CV

(run to run) [unj [u1j [%]
ACCENT-200 poziom 1 | 12945 | 1,19 | 0,92
n=20 poziom 2 | 530,00 | 7,16 1,35
ACCENT MC240 poziom 1 | 124,9 1,21 1,0
n=20 poziom 2 | 4247 343 0,8
Odtwarzalno$é Srednia | SD CV

(day to day un | oun | (%)
ACCENT-200 poziom 1 | 131,28 | 4,30 | 3,28
n=20 poziom 2 | 481,35 | 10,37 | 2,15
ACCENT MC240 poziom 1 | 120,7 2,54 2,1
n=80 poziom 2 | 425,1 6,34 1,5

=  Poréwnanie metody

Poréwnanie ~ wynikéw  oznaczen CK  wykonanych
na ACCENT-200 (y) i na COBAS INTEGRA 400 (x)
z uzyciem 56 prébek, dato nastgpujace wyniki:

y=0,9913 x + 0,1166 U/I;
R =0,9996 (R — wspétezynnik korelacji)
Poréwnanie ~ wynikéw  oznaczen CK  wykonanych
na ACCENT MC240 (y) i na ADVIA 1800 (x) z uzyciem
63 prébek surowicy, dato nastepujace wyniki:

y =0,8972 x + 12,506 U/L;

R =0,999 (R — wspétczynnik korelacji)

UTYLIZACJA ODPADOW

Postgpowac zgodnie z aktualnymi przepisami.
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Cat. No 7-220 (EN) 2-REAGENT
diadenosinepentaphosphate 10 pmol/1
INTENDED USE glucose-6-phosphate-dehydrogenase
Diagnostic kit for determination of creatine kinase activity (GGE'DH) > 1.5 U/ml
intended to use in automatic analyzers: ACCENT-200, creatine phosphate 30 mmol/l
preservative

ACCENT-200 I 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

Creatine kinase (CK) catalyzes the transfer of phosphate group
between creatine phosphate and adenosine diphosphate (ADP).
The product of this reaction is adenosine triphosphate (ATP) —
molecular source of energy. CK is a dimmer, composed of two
different subunits called M and B. Three different isoenzymes
formed from these subunits are found in brain and smooth
muscle (BB), skeletal muscle (MM) and cardiac muscle (MM
and MB). Increased level of CK is usually the result of muscle
injury, myocardial or pulmonary infarction.

METHOD PRINCIPLE
Optimized kinetic method according to International
Federation of Clinical Chemistry (IFCC).

creatine phosphate + ADP 4&» creatine + ATP

ATP + glucose 4&» ADP + glucose-6-P
glucose-6-P + NADP GO6P-DHy - ojuconate-6-P + NADPH + H

The rate of absorbance changes at A=340 nm is directly
proportional to creatine kinase activity.

REAGENTS

Package

1-REAGENT 1x30ml
2-REAGENT 1x7ml

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 11 weeks (ACCENT-200) or 12 weeks
(ACCENT M320, ACCENT S120).

Concentrations in the test

1-REAGENT

imidazole buffer 100 mmol/1
glucose 20 mmol/l
N-acetylcysteine 20 mmol/l
magnesium acetate 10 mmol/1
EDTA 2 mmol/l
NADP 2 mmol/l
ADP 2 mmol/l
AMP 5 mmol/l
HK > 2.5 U/ml

ACCENT-200 CK

Warnings and notes
= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.
= Do not freeze reagents.
= Protect from direct sunlight and avoid contamination!
= Do not use reagents past the expiry date.
= Do not interchange caps among reagents.
= ]-REAGENT meeting the criteria for classification
in accordance with Regulation (EC) No 1272/2008.
Ingredients:
1-REAGENT contains imidazole.
Danger
H360D: May damage the unborn child.
P201: Obtain special instructions before use.
P308+P313: IF exposed or concerned: Get
medical advice.
P405: Store locked up.

SPECIMEN

Serum, free from hemolysis.

CK activity is unstable and is rapidly lost during storage. Probes
should be stored tightly closed and protected from light.
Specimens can be stored up to 4-8 hours at 15-25 °C or 1-2 days
at 2-8°C or 1 month at -20°C.

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.

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:
CK - CHOL, CK - GLUCOSE, CK - CREATININE, CK — MG,
CK-MB - CK. To avoid this effect follow the recommendations
contained in the instruction 51_03_24_001_ACCENT-
200_CARRYOVER.

REFERENCE VALUES #

serum 37°C

female <167 UN | < 2.78 pkat/l
male <190 U/ | <3.17 pkatl

It is recommended for each laboratory to 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) and CORMAY SERUM HP (Cat. No 5-173).
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For the calibration of automatic analysers: ACCENT-200,
ACCENT-200 II GEN the CORMAY MULTICALIBRATOR
LEVEL 1 (Cat. No 5-174; 5-176) or LEVEL 2
(Cat. No 5-175; 5-177) is recommended.

For the calibration of automatic analysers: ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320,
BS-120, the CORMAY MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2
(Cat. No 5-175; 5-177) is recommended. Deionised water
should be used as a calibrator 0.

The calibration curve should be prepared every 4 weeks
(ACCENT-200) or every 12 weeks (ACCENT M320,
ACCENT S120), 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
analysers: ACCENT-200 and ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

= Sensitivity
45 U/1(0.75 pkat/l) - ACCENT 200

=  LOQ (Limit of Quantitation)
3.7 U/1(0.062 pkat/l) - ACCENT MC240

= Linearity
up to 2000 U/1 (33.3 pkat/l) - ACCENT 200
up to 2710 U/1 (45.17 pkat/l) - ACCENT MC240

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

= Specificity / Interferences

Haemoglobin up to 0,156 g/dl, bilirubin up to 20 mg/dl,
ascorbate up to 62 mg/l and triglycerides up to 1000 mg/dl
do not interfere with the test.

= Precision

Repeatability Mean SD Ccv
(run to run) [unj [unj [%]
ACCENT-200 level 1 12945 | 1.19 | 0.92
n=20 level 2 530.00 | 7.16 | 1.35
ACCENT MC240 | level 1 124.9 1.21 1.0
n=20 level 2 4247 | 343 0.8
Reproducibility Mean SD Ccv
(day to day) [un [un | [%]
ACCENT-200 level 1 131.28 | 4.30 | 3.28
n=20 level 2 481.35 | 10.37 | 2.15
ACCENT MC240 | level 1 120.7 | 2.54 2.1
n=80 level 2 425.1 | 6.34 1.5

=  Method comparison

A comparison between CK  values determined
at ACCENT-200 (y) and at COBAS INTEGRA 400 (x) using
56 samples gave following results:

y=0.9913 x + 0.1166 U/L;
R =0.9996 (R — correlation coefficient)

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

y =0.8972 x + 12.506 U/L;

R =0.999 (R — correlation coefficient)

ACCENT-200 CK

51_03_03_023_05

WASTE MANAGEMENT
Please refer to local legal requirements.
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ACCENT-200 CK

Kar.Ne 7-220 (RUS)

NPEAIOJATAEMOE HCITIOJIb30OBAHUE
JInarHoCTHYEeCKUi HA0Op JUIA ONPENENCHHS aKTHBHOCTH
KPEaTHHOBOH KHHA3bl, MPEAHA3HAYEH JUIS MCIIONb30BAHUS
Ha  aBTOMATUYECKUX  OMOXMMMYECKHX  aHAJIM3aTopax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120,
ACCENT 400 1 ACCENT Neo200.

PeareHTsl JIOKHBI MCHOIB30BaThCS TOJIBKO JUIS IMAarHOCTHKH
in vitro, kBaIM(UIMPOBAHHEIM JIAOOPATOPHBIM IIEPCOHATIOM,
B LeMAX, A1 KOTOPBIX  OHM  MpEJHA3HAYEHBI,
B COOTBETCTBYIOIIHX JJAOOPATOPHBIX YCIOBUSX.

BBEJIEHUE

KpeatunoBas kunaza (CK, KK) karammzyer mnepeHoc
tdocdaTroi TPYIIIBI MEXKIy  KpeaTuH docparom
u ageHozuHaupocharom (AJID). IIpoaykrom 3T0H peakiuu
sBisieTcst afeHosuHTpUudocdar (ATD) — HCTOUYHUK SHEPrHH
B kietke. CK — 310 ammep, cocTosimuit M3 ABYX pPasHBIX
cyObenuHuMIL, HaskiBaeMbIX M 1 B. Tpu pasiimuHbIX H303H3UMA,
KOTOpBIE 00pa3yloTCs U3 3TUX CyObeIMHUI, OOHAPYKHBAIOT
B MO3ry U rnaaxkux meinmax (BB), ckenernsix mpimmax (MM),
u cepaeuHoit mpiie (MM u MB). [ToBsiennstii yposers CK
00BIYHO OBIBACT BBI3BAH MOBPEKIACHUEM MBI, HH(APKTOM
MHOKap/ia IN60 JIero4HON He[0CTaTOYHOCTBIO.

MNPUHUUII METOJJA

ONnTHUMHM30BAHHBIM  KHHETUYECKHUI  METOJ, OCHOBaHHBIM
Ha PEeKOMEeHIalUsAX MexaynapoaHoit Denepanun
Knuanyeckoit Xumun (Mmoauduuposannsiii meroq IFCC).

Kpearun docdar + AILD K".“‘““""“" s kpeatus + ATO

D-rmokosa + AT® 4 r“"m"““m. D-rmoko30-6-ocdar + AP

[iokoso-6-poccpar
D-riroko030-6-docdar PR3 6-docdornokoHat
+HANID +HAJI®-H + HY

Ckopoctb o6pazoBanust HAJI®-H u3mepsieTcst Kak H3MEHEHHE
ko3 GuLeHTa MOIJOLIeHHs NpH JUIMHE BOmHbI 340 HM
M HPSIMO IPOMOPIHOHAIBHA AKTHBHOCTH KPEaTHH KUHA3BL.

PEATEHTBI

CocraB Habopa

1-REAGENT 1 x 30 mx
2-REAGENT 1x7mn

Pearents! npu temnepatype 2-8°C cOXpaHSIOT cTabHIBHOCT
B T€YEHHE BCErO0 CpOKa rOAHOCTH, YKA3aHHOTO Ha YIAaKOBKE.
CrabunbpHOCTh Ha 6opTy aHanu3aropa npu 2-10°C cocrasisier
11 HeJIeNb (ACCENT-200) WA 12 HeJEeIb
(ACCENT M320, ACCENT S120).

ACCENT-200 CK

KoHueHTpauun KOMINOHEHTOB B peareHTax

1-REAGENT

HMMUJIa30J10BBbIi Oydep 100 MmoutB/nt
TIII0OKO3a 20 MmoIIB/ 1T
N-aueTuianucrens 20 MMOIB/1
aleraT MarHus 10 MmMounb/n
S]TA 2 MMOJIB/JT
HAJl® 2 MMOJIB/JT
AlD 2 MMOJIB/JT
AM®D 5 MMouTB/ 1T
reKCOKMHa3a > 2,5 E/mn
2-REAGENT

nnajeHo3uH neHradocdar 10 MxMoOmnB/ 1
TII0K030-6-(ocdar-nernaporenasa > 1,5 En/mn
kpeatuH docdar 30 mmomb/n

KOHCEpBaHT

TIpenocTepeskennsi M NpUMeYAHUS
= BHuMaTtenbHO mOpodYMTaiiTe macmopr — 0Oe30macHOCTH
xumuyeckoid npoxykimu ([ D), KOTOPBI COREPKUT
noapoOHyl0 MH(MOPMALHMIO O TpaBWwiIax Oe30macHOro
XPaHEHHMS M HCTIONBb30BAHMS TOBapa.
= He 3aMopaXnuBaTh pearcHTHI.
= [Ipemoxpausate OT cBera, u30erath 3arpsA3HEHHUS.
He wucmonmb3oBarh peareHTHl IO HCTEUCHHIO CPOKa
TOIHOCTH.
= He B3anM0O3aMeHSTh KPbILICYKHU (HIIAKOHOB.
= 1- REAGENT cOoOTBETCTBYET KPHTEPHSM KIacCH(HKALHN
cornacHo nocranosyieHnto (EC ) Ne 1272/2008.
Wurpenuentsr:
1- REAGENT conepsxut uMuaasona.
Onacnoctn
H360D Moxer OTpuLaTeIbHO  IMOBIHUSATH
Ha HepOAMBLIErocs: peOeHKa.
P201  Tlepen  wucmonb3oBaHHEM  MPOUTH
MHCTPYKTaX 110 paboTe ¢ JAHHO! IPOTyKIIHEH.
P308+P313 145 OKa3aHHU BO3JCHCTBHS i
obecriokoeHHOCTH: OOpaTUTHCS K Bpady.
P405 XpauuTb mox 3aMKOM.

BUOJIOTMYECKUI MATEPHUAJT

ChIBOpOTKa €3 CIe/JoB reMOJTH3a.

AxtuBHocTh CK He crabminpHa © OBICTPO IagaeT IpH
JUIMTENIBHOM  XpaHeHun. OOpasipl  clIeayeT  XpaHUTb
TIIATEJIbHO 3aKPBITHIMU U IIPEIOXPAHATH OT CBETA.

O06pasisl MOTYT XpaHuThes 4-8 yacos npu temir. 15-25°C nubo
1-2 nusa npu 2-8°C, mu6o 1 mecsi ipu -20°C.

TeM He MeHee PEKOMEHIYeTCsl MPOM3BOAUTH HCCIICIOBAHUS
Ha CBEKEB3ATOM OHOJIOrHYECKOM MaTepHae!

IMPOLEAYPA ONTPEAEJIEHUS
1-REAGENT u 2-REAGENT roToBbI K HCIIOJIb30BaHHIO.
B kadecTBe OnaHK-peareHTa PEKOMEHAYETCS HCIHOJIB30BATh
JICMOHM30BAHHYIO BOZLY.
Heo0xonumble aeiicTBusi:
IIpu BeImoNHeHUH aHaM30B Ha a”Hanu3aropax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120 B03MOXHO
HMCKaKeHHE pe3ynbTaToB aHaJIN30B, BBI3BAHHOE
IepeKPecTHbIM 3arpsizHenueM Mmexay peareHtamu: CK -
CHOL, CK - GLUCOSE, CK - CREATININE, CK - MG,
CK-MB - CK.
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Yto6s1 n3bexath 31oro 3¢ dexra, caeayiTe peKOMEHIALUIM,
coaepxamumes B uHcetpykimu  51_03_24_001_ACCENT-
200_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI

CBIBOPOTKA 37°C
JKEHIIUHBI <167 En/n
MYXXKYUHBI <190 En/n
Kaxnoit  nmabGopatopum  pexkoMmMeHayeTcss — paszpaborars

cOOCTBEHHBIE HOPMBI, XapakTepHble Juisi 00CIeIyeMoro
KOHTHUHICHTA.

< 2,78 MKKat/n

< 3,17 MKKat/n

KOHTPOJIb KAYECTBA

Jlns  BHYTPEHHETO KOHTPONS KauecTBa PEKOMEHIyeTcs
HCIIOIb30BaTh KOHTpPOJbHBIE chiBOpoTkH CORMAY SERUM
HN (Kart. Ne 5-172) u CORMAY SERUM HP (Kart. Ne 5-173)
JUTSL KaXKJI0H Cepuu N3MEpeHHIt.

Jns KaTuOPOBKH ABTOMAaTHYECKUX AHAJIM3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, pekomenayercs
ncnons3oBate CORMAY MULTICALIBRATOR LEVEL 1
(Kar. Ne 5-174, 5-176) wmu LEVEL 2 (Kat.Ne 5-175, 5-177).
Tl KaJInOpOBKH aBTOMATHYECKHX aHAIN3aTOPOB:
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, BS-120, pexomeHIyeTcsi HCHOIB30BATh
CORMAY MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174,
5-176) wm LEVEL 2  (Kar.Ne 5-175, 5-177).
B kauectBe 0-kammbpaTopa pPEKOMEHJIYeTCS HCIOJIb30BaTh
JICHOHN30BaHHYIO BOJTY.

Kan6poBKy peKOMEHIyeTcsi NpPOBOJUTH Kakaple 4 Hemenn
(ACCENT-200) wim xaxnaeie 12 Hemenb (ACCENT M320,
ACCENT S120), mpu KaxaoW CMEHE JI0Ta pEearcHTOB
U B Cllydae HEOOXOOMMOCTH, Hamp. €CIM  Pe3yJbTaThl
ONpEJIEICHNAs]  KOHTPOIBHBIX ~CBHIBOPOTOK HE  IONaJaloT
B ped)epeHTHEBII AUana3oH.

XAPAKTEPUCTUKU ONPEJAEJIEHUSI

OTH MeTPONOrnYecKhe XapaKTePUCTHKH OBUIM MOTyYeHBI
TIpU UCIOJIb30BAaHUU ABTOMATHUYECCKHUX AHAaIA3aTOPOB:
ACCENT-200 1 ACCENT MC240. Pe3ynbratsl, HOny4eHHbIE
Ha JPYTHX aHAIM3aTOpax U BPY4HYIO, MOT'YT OTJIMYAThCS.

*  YyBCTBHTEJILHOCTH
45 En/n (0,75 mxkat/im) - ACCENT 200

= LOQ (mpeaes KOJIM4eCTBEHHOr0 ONpeaeIeHNs )
3,7 En/n (0,062 mxkat/m) — ACCENT MC240

= JluHeliHOCTH
10 2000 En/n (33,3 mkkat/m) - ACCENT 200
1o 2710 En/n (45,17 mxkat/m) — ACCENT MC240

B cnysae OGosiee BBICOKMX AKTMBHOCTH B HCCIIEIyeMOM
obpasue, npoby ciaenyer pazbaButb 0,9% pacrBopom NaCl,
MOBTOPUTH  OMpeAeieHHe, a MOJIYyYCHHBIH  pe3ysnbTar
HOMHOXHTb Ha KO3 HIMEHT pa3BeIeHHUS.

=  Cneunduynocts / Unrephepenuun

T'emorno6un mo 0,156 r/mn, Ownmupyoun mo 20 mr/mr,
ackopOMHOBas KUCIOTA 10 62 Mr/a u Tpuriaunepuast 10 1000
MI//IJ1 HEe BIUSIIOT HA PE3yJIbTaThl ONPEICICHUH.

ACCENT-200 CK

=  To4HoCTh

TloBTOpsieMocTH Cpennee SD CV
(MEXIY CepHsIMH) [En/n] [Ea/n] | [%]
ACCENT-200 | ypoBens 1 129,45 1,19 | 0,92
n=20 ypOBeHb 2 530,00 7,16 1,35
ACCENT ypoBeHb 1 124,87 1,21 0,97
MC240 n=80 | ypoBens 2 424,67 343 0,81
Bocnpou3sBoauMocTb Cpennee SD Ccv
(130 JHS B JICHB) [En/n] [Ea/n] | [%]
ACCENT-200 ypoBeHb 1 131,28 4,30 3,28
n=20 YpOBEHb 2 481,35 10,37 | 2,15
ACCENT ypOBeHb 1 120,7 2,54 2,1
MC240 n=20 YpOBEHb 2 425,1 6,34 1,5

= CpaBHeHnune MeTOIa

CpaBHeHHe pe3yabTaToB ompenenenus akruBHoctH KK,
npousBeneHHbix Ha aHamuzatopax ACCENT-200 (y)
nu COBAS INTEGRA 400 (x) mist 56 o6pa3uoB jaino
cIeIyIoNre pe3yabTaThl:

y=0,9913 x + 0,1166 En/;

R =0,9996 (R — ko3 durment xoppensuum)

CpaBHeHHe pe3yabTaToB ompenenenus akruBHoctH KK,
npousBeieHHbIX Ha aHanusaropax ACCENT MC240 (y)
u ADVIA 1800 (x) mns 63 00pa3uoB CBIBOPOTKH Ao
cIeIyIoNre pe3yabTaThl:

y =0,8972 x + 12,506 En/m;

R =0,999 (R — ko3 durmentT xoppensuum)

VYTUIINRATIUS OTXOTOR
B COOTBETCTBHH C JTOKAIBHBIMU TPEOOBAHMAMH.
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PROGRAM NA ANALIZATOR / APPLICATION for / AJAITALUSA posi:

e ACCENT-200, ACCENT-200 ITI GEN *  BS-120
Parameters Parameters
Test Name CK R1 200 Test CK R1 200
Test No 19 R2 40 No 19 R2 40
Full Name Creatine kinase Sample Volume 10 Full Name Creatine kinase Sample Volume 10
Reference No | 19 R1 Blank Standard No | 19 R1 Blank
Analy. Type | Kinetic Mixed Reag. Blank Reac. Type Kinetic Mixed Rtg. Blank
Pri. Wave. 340 nm Concentration 45 12000 Pri. Wave. 340 nm Linearity Range 10 1500
Secon. Wave. | 450 nm Linearity Limit 0.2 Sec. Wave. 450 nm Linearity Limit 0.2
Trend Ascending Substrate Limit Direction Increase Substrate Limit
Reac. Time |8 [15 Factor Reac. Time [ 10 [18 Factor
Incuba. Time | 19 [] Prozone check Incuba. Time | 16 [] Prozone check
Unit un Unit u/
Precision 0.1 a [ Je2 [ Je3[ Ja[ ] Precision Integer a [ Je2 [ Je3[ Jae[ ]

PC | | Abs| | PC | | Abs| |

Calibration Rule Calibration Rule
Rule One-Point Linear Rule Multi-point Linear
Sensitivity 1 Sensitivity 1
Replicates 3 Replicates 3
Interval (day) 28 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 CK R1 200
No 19 R2 40
Full Name Creatine kinase Sample Volume 10
Standard No | 19 R1 Blank
Reac. Type Kinetic Mixed Rtg. Blank
Pri. Wave. 340 nm Linearity Range 74 2100
Sec. Wave. 450 nm Linearity Limit 0.2
Direction Increase Substrate Limit
Reac. Time 8 [15 Factor
Incuba. Time |21 |:| Prozone check
Unit un
Precision 0.1 ql I:l q2 I:l q3 |:| q4 I:l

PC | | Abs]| |

Calibration Rule

Rule
Sensitivit
Replicate

Interval (day)

Differenc
SD
Blank Re

Error Limit
Coefficient

ACCENT-200 CK

Multi-point Linear
y 1
s 3

8

e Limit

sponse

2
0
0
0 ]50000
0
0
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* ACCENT S120

Chem [ CK ] No. [ 019 | Sample Type
Chemistry [ CK | Print name
Reaction Type | Kinetic | Reaction Direction
Pri Wave | 340 nm ] Sec Wave
Unit [ UL | Decimal
Incubation Time E
Blank Time \ \ \ | Reaction Time I—IS___I
Sample Vol Aspirated Diluent Reagent Vol
Standard l—4ps—| uL l_p—| e [ RI uL
Decreased [ 4.5 | uL [ 20 JuL [ 180 | uL R2 uL
Increased [ ] uL [ JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 3.8 ‘ ‘ 2700 | Linearity Limit | 0.2 |
Linearity Range (Decreased) [ | [ ] Substrate Depletion | 40000 |
Linearity Range (Increased) \ | I Mixed Blank Abs 40000 ] [40000 ]
RI Blank Abs [___-40000 | [ 40000 | On-board Stability Day(s)
Blank Response [ -40000 ] [ 40000 | Reagent Alarm Limit [ |
Twin Chemistry | | :l Enzyme Linear Extension
I:' Prozone Check
oo 1 oo [ vi L o3| | o4 | [ I i
os 1 o6 [ 71 v3 [ LCvpcl | pc2 | | 101
|:| Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment
[ | Pretreat Sample Vol |:| uL Pretreat Sample Vol :| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi-point linear Bottle Changed
Factor l:l Replicates l:l Lot Changed
[ 1cCalTime
ACCEPTANCE LIMITS
Cal Time Hour
Slope Diff ~ [___] sDp [ ]
Sensitivity ] Repeatability [40000
Deter Coeff I:l

ACCENT-200 CK
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* ACCENT MC240

« ACCENT M320

Chem \ CK \ No. | 019 \ Sample Type
Chemistry [ CK | Print name
Reaction Type | Kinetic | Reaction Direction
Pri Wave | 340 nm | Sec Wave
Unit [ UL | Decimal
Incubation Time
Blank Time | | [ | Reaction Time -
Sample Vol Aspirated Diluent Reagent Vol
Standard | 45 | uL [ JuL | | uL RI uL
Decreased | 45 | uL [ 20 JuL [ 180 ] uL R2 uL
Increased | | uL [ JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 3.7 ‘ ‘ 2710 ‘ Linearity Limit | 0.2 |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ 35000 ]
Linearity Range (Increased) I | [ | Mixed Blank Abs [__-35000 | [ 35000 ]
RI Blank Abs [ -35000 | [ 35000 | On-board Stability [ 84 | Day(s)
Blank Response [ -35000 | [ 35000 | Reagent Alarm Limit [ |
Twin Chemistry | | :l Enzyme Linear Extension
I:' Prozone Check
oo 1 o [T wvi 0L o3[ | o4 | | vz | | 1
os 1 o6 [ va [JL[Jercl ] pc2 | ] \ | 1
I:| Sample Pretreatment |:| Control Pretreatment |:| Calibrator Pretreatment
[ | Pretreat Sample Vol I:| uL Pretreat Sample Vol :| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi-point linear I:l Bottle Changed
Factor I:| Replicates |:| Lot Changed
[ CalTime
ACCEPTANCE LIMITS
Cal Time Hour
Slove Diff  [_] sp ]
Sensitivity [ | Repeatability
Deter Coeff I:'

Chem | CK \ No. | 019 | Sample Type
Chemistry [ CK | Print name
Reaction Type | Kinetic | Reaction Direction
Pri Wave | 340 nm | Sec Wave
Unit [ UL | Decimal
Incubation Time
Blank Time [ | [ | Reaction Time
Standard ,i"il;ﬂ‘ uL lﬁm‘l JuL | — | uL Rl |R_edlgﬁ f_OmW)IuL
Decreased [ 45 ] uL | 20 Ju [ 180 | uL R2 uL
Increased| | ulL | |uL | \ uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) | 8 ‘ | 2200 ‘ Linearity Limit | 0.2 |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ 35000 |
Linearity Range (Increased) [ [ ] Mixed Blank Abs [ -35000 | [ 35000 |
RIBlank Abs [ 35000 | [ 35000 ] On-board Stability Day(s)
Blank Response [ -35000 | [ 35000 | Reagent Alarm Limit [ ]
Twin Chemistry [ ] :l Enzyme Linear Extension
l:l Prozone Check
oo [ 1 o [ 1 vi L JLC ] o/ | o4 | | v [
os 1 o6 [ 1 v3 [ 101 pa]| | pc2 | | 101
I:' Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol :l ul Pretreat Sample Vol :l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi- point linear I:' Bottle Changed
Factor I:' Replicates I:' Lot Changed
[ CalTime
ACCEPTANCE LIMITS
Cal Time Hour
Slope Diff [ ] sp [ ]
Sensitivity :l Repeatability
Deter Coeff I:'

ACCENT-200 CK
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