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ACCENT-200 CK-MB

Nr kat. 7-227 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania aktywno$ci frakcji MB
kinazy kreatynowej, przeznaczony do wykonywania oznaczef
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

Kinaza kreatynowa (CK) katalizuje przeniesienie grupy
fosforanowe;j mig¢dzy fosforanem kreatyny
a adenozynodifosforanem (ADP). Produktem tej reakcji
jest adenozynotrifosforan (ATP) — komérkowe zrédio energii.
CK jest dimerem sktadajacym si¢ z dwu réznych podjednostek
nazwanych M i B. Trzy izoenzymy powstate z tych podjednostek
wystgpuja w moézgu i mig$niach gladkich (BB), migéniach
szkieletowych (MM) i migéniu sercowym (MM i MB).
Podwyzszony poziom CK-MB w surowicy jest markerem zawatu
serca.

ZASADA METODY

Optymalizowana metoda kinetyczna (CK NAC) oparta
na zaleceniach Migdzynarodowej Federacji Chemii Klinicznej
(IFCC) =z wykorzystaniem przeciwcial przeciwko CK-M.
Przeciwciala skierowane przeciwko CK-M hamujg catkowita
aktywno§¢ CK-MM (ktéra stanowi giéwna czg$¢ catkowitej
aktywnosci CK) i podjednostki CK-M izoenzymu CK-MB.
Mierzona jest tylko aktywno$¢ CK-B.

fosforan kreatyny + ADP Mb kreatyna + ATP

ATP + glukoza  HK  ADP + glukozo-6-fosforan

glukozo-6-fosforan + NADI G6P-D 6-fosfoglukonian + NADPH + H*
Szybko$¢ tworzenia si¢ NADPH mierzona jako zmiana

absorbancji przy dlugosci fali 340 nm jest wprost proporcjonalna
do potowy aktywnosci CK-MB (aktywno$¢ podjednostki B).

ODCZYNNIKI

Sklad zestawu

I-REAGENT 1x30ml
2-REAGENT 1x7 ml

Tlo$¢ testow:

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

Odczynniki przechowywane w temp. 2-8°C zachowujg trwato$¢
do daty wazno$ci podanej na opakowaniu.

Odczynniki przechowywane na poktfadzie aparatu w 2-10°C
sg stabilne przez 11 tygodni.

ACCENT-200 CK-MB

Stezenia skladnikow w zestawie

1-REAGENT

bufor imidazolowy pH 6,7 100 mmol/l
glukoza 20 mmol/l
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 > 2,5 U/ml
poliklonalne przeciwciata przeciwko

podjednostce CK-M; zdolnos¢ blokowania 8000 UN
2-REAGENT

pentafosforan diadenozyny 10 umol/1
dehydrogenaza glukozo-6-fosforanowa

(G6P-DH) > 1,5 U/ml
fosforan kreatyny 30 mmol/l

srodki konserwujace

Ostrzezenia i uwagi
= Chroni¢ przed bezposrednim $wiattem stonecznym
i zanieczyszczeniem!
= Nie zamraza¢ odczynnikow.
= Nalezy zapozna¢ si¢ z Kartg charakterystyki (MSDS), ktéra
zawiera  szczegétowe  informacje  dotyczace  zasad
bezpiecznego przechowywania i stosowania wyrobu.
= Nie uzywa¢ odczynnikéw po uptywie daty waznosci.
=  Nie zamienia¢ zakr¢tek reagentéw!
=  Wyniki oznaczania CK-MB moga by¢ falszywie zawyzone
w przypadku nowotworéw prostaty, nerki, jajnika, piersi
i pecherzyka zéiciowego, kiedy we krwi pojawia
sig tez izoenzym CK-BB.
= 1-REAGENT spetnia kryteria klasyfikacji  zgodnie
z rozporzadzeniem (WE) nr 1272/2008.
Sktadniki:
1-REAGENT zawiera imidazol.
Niebezpieczenstwo
H360D Moze dziata¢ szkodliwie na dziecko w
tonie matki.
P201 Przed uzyciem zapoznaé si¢ ze specjalnymi
$rodkami ostrozno$ci.
P308+P313 W przypadku narazenia lub stycznosci:
Zasiggna¢ porady lekarza.
P405 Przechowywa¢ pod zamknigciem.

MATERIAL BIOLOGICZNY

Surowica bez $ladéw hemolizy.

Aktywnos¢ CK nie jest stabilna i spada w czasie przechowywania
probki. Prébki nalezy chroni¢ przed dostgpem $wiatta
i powietrza. Prébki mozna przechowywac przez 4-8 godzin
w temp. 15-25°C, 1-2 dni w 2-8°C lub 1 miesigc w -20°C.
Niemniej polecamy wykonywa¢ badania na §wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

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

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S moze
wystapi¢, wptywajacy na wyniki oznaczen, efekt przeniesienia
pomiedzy odczynnikami: CK-MB - CK, CK-MB -
CREATININE, GLUCOSE HEX - CK-MB, ASAT - CK-MB,
ALAT - CK-MB. W celu uniknigcia tego efektu nalezy
zastosowa¢ si¢ do zalecen zawartych w  instrukcji:
51_03_24_001_ACCENT-200_CARRYOVER.

WARTOSCI PRAWIDLOWE °
surowica | 37°C
dorosli | do 24 U/l [ do0401 pkatl |

W przypadku, gdy aktywnosci CK-MB i catkowita aktywnos¢
CK przekraczaja gérne zakresy wartosci prawidtowych,
a aktywno$¢ CK-MB stanowi 6-25% catkowitej aktywnosci CK,
istnieje duze prawdopodobienstwo, ze u badanego pacjenta
wystapit zawal mig$nia sercowego.

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 dofacza¢ surowice kontrolne: CORMAY CK-MB
CONTROL N (Nr kat. 5-183) i CORMAY CK-MB CONTROL P
(Nr kat. 5-184).

Do kalibracji analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, nalezy stosowac
CORMAY CK-MB CALIBRATOR (Nr kat. 5-182). Jako
kalibratora 0  nalezy uzywa¢ wody  dejonizowanej.
Krzywa kalibracyjna powinna by¢ sporzadzana co 6 tygodni,
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.

= Czulosé: 21 U/1 (0,35 pkat/l) - ACCENT-200
= LOQ: 2,6 U/ (0,043 pkat/l) - ACCENT MC240

= Liniowos$¢
do 2300 U/1 (38,3 pkat/l) - ACCENT-200
do 2870 U/ (47,83 pkat/l) - ACCENT MC240

Dla wyzszych stgzen probke nalezy rozcieficzy¢ 0,9% roztworem
NaCl, oznaczenie = powtdérzy¢, a  wynik  pomnozy¢
przez wspotczynnik rozcienczenia.

= Specyficznosé¢ / Interferencje

Hemoglobina — interferuje nawet w niewielkich ilo$ciach,
bilirubina do 20 mg/dl, kwas askorbinowy do 62 mg/l
i triglicerydy do 1000 mg/dl nie wptywaja na wyniki oznaczenia.

= Precyzja

Powtarzalnosé Srednia | SD cv

(run to run) [un] [un] [%]
ACCENT-200 poziom 1 42,9 0,48 1,13
n=10 poziom 2 97,9 1,04 1,07
ACCENT MC240 | poziom 1 37,95 0,49 1,29
n=20 poziom 2 132,42 0,98 0,74

ACCENT-200 CK-MB

Odtwarzalno$é Srednia | SD cv

(day to day) [unj [unj [%]
ACCENT-200 poziom 1 22,13 2,47 11,15
n=80 poziom 2 125,79 5,58 4,44

ACCENT MC240 | poziom 1 36,4 0,75 2,1

n=80 poziom 2 133,1 2,03 1,5

=  Poréwnanie metody

Poréwnanie ~ wynikéw  oznaczen CK-MB  wykonanych
na ACCENT-200 (y) i na COBAS INTEGRA 400 (x)
z uzyciem 30 probek, dato nastgpujace wyniki:

y =0,9436 x + 0,9208 U/I;

R =0,960 (R — wspétezynnik korelacji)

Poréwnanie ~ wynikéw  oznaczei ~CK-MB  wykonanych
na ACCENT MC240 (y) i na BECKMAN COULTER AU 680
(x) z uzyciem 67 prébek surowicy, dato nastg¢pujace wyniki:

y = 1,0495 x - 0,8043 U/1;

R =0,999 (R — wspétezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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ACCENT-200 CK-MB

Cat. No 7-227 (EN)

INTENDED USE

Diagnostic kit for determination of CK-MB fraction activity used
in automatic analysers: 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

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 CK-MB serum level is a strong marker of myocardial
infarction.

METHOD PRINCIPLE

Optimized kinetic method according to International Federation
of Clinical Chemistry (IFCC) with use of antibodies against
CK-M fraction. Specific antibodies against CK-M inhibit
the complete CK-MM activity (which is the main part of total CK
activity) and the CK-M subunit of CK-MB. Only CK-B activity
is measured.

< CK-BB /CK'MB, creatine + ATP

creatine phosphate + ADP
ATP + D-glucose 4&» ADP + glucose-6-P
glucose-6-P + NADP? G6P-DH 6-P-glucono lacton + NADPH + H*

The rate of absorbance changes at A=340 nm is directly
proportional to half of CK-MB activity (B subunit 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.

Concentrations in the test

1-REAGENT

imidazole buffer pH 6.7 100 mmol/1l
glucose 20 mmol/l
N-acetylcysteine 20 mmol/l
magnesium acetate 10 mmol/l
EDTA 2 mmol/l
NADP 2 mmol/l
ADP 2 mmol/l
AMP 5 mmol/l
HK > 2.5 U/ml
polyclonal antibodies against CK-M; 8000 U/l

inhibiting capacity

ACCENT-200 CK-MB

2-REAGENT

diadenosinepentaphosphate 10 pmol/1
glucose-6-phosphate-dehydrogenase > 1.5 U/ml
(G6P-DH)

creatine phosphate 30 mmol/l
preservativess

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.
= Do not use reagents past the expiry date.
= Do not interchange caps among reagents.
= Results CK-MB can be falsely high in case of prostate,
kidney, ovary, breast and bladder cancer when isoenzyme
CK-BB appears in the blood.
= 1-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.
é 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.

Deionised water is recommended as a reagent blank.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, there is a probability
of cross-contamination affecting the tests results: CK-MB - CK,
CK-MB - CREATININE, GLUCOSE HEX - CK-MB, ASAT -
CK-MB, ALAT - CK-MB. To avoid this effect follow
the  recommendations  contained in  the instruction
51_03_24_001_ACCENT-200_CARRYOVER

REFERENCE VALUES *
| serum | 37°C
[ adults | up to 24 U/l up t0 0.401 pkat/l |

The probability that cardiac infarction has occurred is high when
CK-MB and total CK activities are above normal values and CK-
MB activity is between 6 and 25% of the total CK activity.
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
the CORMAY CK-MB CONTROL N (Cat. No 5-183)
and CORMAY CK-MB CONTROL P (Cat. No 5-184)
with each batch of samples.
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For the calibration of automatic analysers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, the' CORMAY
CK-MB CALIBRATOR (Cat. No 5-182) is recommended.

The calibration curve should be prepared every 6 weeks
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: 21 U/l (0.35 pkat/l) - ACCENT-200
= LOQ: 2.6 U/1(0.043 pkat/l) - ACCENT MC240
=  Linearity

up to 2300 U/1 (38.3 pkat/l) - ACCENT-200

up to 2870 U/1 (47.83 pkat/l) - ACCENT MC240

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

= Specificity / Interferences

Haemoglobin interfere even in small amounts, 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 (6%

(run to run) [u/1] [u/n] [%]
ACCENT-200 level 1 429 0.48 1.13
n=10 level 2 97.9 1.04 1.07
ACCENT MC240 | level 1 37.95 0.49 1.29
n=20 level 2 132.42 0.98 0.74
Reproducibility Mean SD Ccv

(day to day) [un [un] [%]
ACCENT-200 level 1 22.13 247 | 11.15
n=80 level 2 125.79 5.58 444

ACCENT MC240 | level 1 36.4 0.75 2.1

n=80 level 2 133.1 2.03 1.5

=  Method comparison

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

y =0.9436 x + 0.9208 U/I;
R =0.960 (R - correlation coefficient)

A comparison between CK-MB  values determined
at ACCENT MC240 (y) and at BECKMAN COULTER AU
680 (x) using 67 serum samples gave following results:

y = 1.0495 x — 0.8043 U/I;
R =0.999 (R - correlation coefficient)
WASTE MANAGEMENT

Please refer to local legal requirements.

ACCENT-200 CK-MB

51.03_03_024_03
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Kar.Ne 7-227 (RUS)

NPEANOJIATAEMOE UCIIOJIb30OBAHUE
JlnarHocTHYeCKHii Habop Ul ONpPEJENCHHS! AKTHBHOCTH
¢paxun MB kpeatnHuHOBOM KuHa3bl. HaGop npenHasHaveH uist
HCIIOJIb30BaHHUs Ha ABTOMATHYECKHX aHaJIM3aTopax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120,
ACCENT 400 1 ACCENT Neo200.

PeareHThl JIOJDKHBI MCTIONB30BAThCA TONBKO JUISL JIMATHOCTHKH
in vitro, KBaIMQUIMPOBAHHBIM JIAGOPATOPHBIM IIEPCOHATIOM,
B LeJIsiX, ISt KOTOPBIX OHI peiHa3HAYEHBI,
B COOTBETCTBYIOIIUX JIAGOPATOPHBIX YCIOBHSX.

BBEJEHHUE

Kunaza kpearnnoBas (CK) karamusupyer —IepeHeceHHE
tdocdarunoit TPYIIIBI MEKIY docdarom KpeaTHHa
u agenosuHaudocharom (ADP). TIpomykTom 5TOif peakuun
sastercst  ageHosuHTpudochatr (ATP) — HCTOYHHMK HHEprUH
B Kietke. CK sBIseTcs IMMEpOM, COCTOSAIINM U3 JIBYX Pa3HBIX
cyObenuHun, HasBamHBIX M wm  B. Tpu  wu30dH3HMa,
oOpasyroumecs: U3 THX CyOBEAMHHL, OOHAPYKUBAIOT B: MO3TY
u B rmagkux Meimmax  (BB), weimmmax  ckenera  (MM)
u B ceppeunod Mpimne (MM u MB). IloBblnieHHbIH ypoBeHb
CK-MB B CBIBOPOTKE KPOBH SIBIISIETCS MOKa3aTeneM HH(papKTa.

NPUHIOMUII METOJA

ONTHMHU3HPOBAHHBIl KMHETHYECKHH METOXL B COOTBETCTBHH
¢ pexoMeHaumsiMu Mesxaynaponuoii denepaunn Knunnaeckoit
Xumun (IFCC). Metox OCHOBaH Ha HCIIOJIb30BAHUHM AHTHUTEN
npotu CK-M. Cnenmnduueckne anturena k CK-M uHruéupyior
aktuBHOCTE CK-MM (KkoTOpasi I1aBHEIM 00pa3oM H ONpeesnseT
ToTanbHyio aktHBHOCTE CK) 1 cyOonennanubsr CK-M n3osu3umMa
CK-MB. U3mepsites Tonbko aktuBHOCTH CK-B.

CK-BB/CK-MB
—>

docdar kpearnna + ADP Kkpeatus + ATP

HK
ATP + JI-rmokoza €— ADP + JI-rimoko3a-6-¢ocdar
G6P-DH
JI-rimoko3a-6-pocdar +NADP €— 6-¢pocdormokonar +NADPH+H*

Cxopoctb obpazoBanust NADPH wu3mepsiercss kak H3MEHCHHE
Kkod(QuiMenTa TNOIIOMEHUs NpU  JUiMHe BoiHbl 340 HM
M TOpAMO MHpOMOpHHOHANbHA mojoBuHE akTuBHOCTH CK-MB
(aKTHBHOCTH CyObeIMHHUIIBI B).

PEATEHTBI

CocraB Habopa

1-REAGENT 1x 30 mn
2-REAGENT 1x7mn

TIpu temmeparype 2-8°C, peareHThl COXPAaHSIOT CTaOMIIBHOCTH
B TEYEHHE BCEro CPOKa TOAHOCTH, YKA3aHHOTO Ha YIAaKOBKE.
CrabmibHOCTh peareHTa Ha 0OopTy aHanmm3aropa npu 2-10°C
cocrasisier 11 Henens.

KoHueHTpanun KOMIOHEHTOB B peareHTax

1-REAGENT

umuzaaszon oydep pH 6,7 100 MmoB/1
J1-rimoko3a 20 MMoJIB/1T
N-auermonucrens 20 MMOIIB/IT
aueraT MarHus 10 Mmonb/n
DATA 2 MMOJIB/T
HAID 2 MMOJIB/T
AP 2 MMOJIB/N

ACCENT-200 CK-MB

AM®D 5 MMOTB/I
rexcokunaza (HK) > 2,5 En/mn
noaukiaoHanbHbeie antuTena Kk CK-M, 8000 Ex/n
CIOCOOHOCTH HHTHOHPOBAThH
2-REAGENT
nuaneHo3uHnenTagocdar
TITI0K030-6-(ocdar-gernaporeHasa

10 MxMoIIB/IT

(G6P-DH) > 1,5 En/mn
docdar kpeatnna 30 MmmoITB/IT
KOHCEPBaHThI

MpenynpexaeHus 1 npuMeYaHust

= Ilpenoxpansrs OT  NPAMBIX  COJHEUYHBIX  JIyuel
U 3arpsi3HeHus !

=  He 3aMOpaKuBaTh PEareHTHI.

* BuuMaTenbHO  NpOYMTaliTe  macmopT  Ge30macHOCTH
xumuueckoil npoxykiuu  (MSDS), koropslil comepikuT
noapobHyr0  MHpOpMalUMO O IpaBHiIax  6e30nacHoro
XpaHEHMA U MCIOJb30BaHus ToBapa.He ncnonp3opars nocne
HCTEYEHHUs CPOKA TOJHOCTH.

= He MeHATb MeCTaMM KPBIIIKH (IIAKOHOB PEareHTOB.

=  Pesynbrarel  ompeneneHumi  MOryT  OBITH  (haNBIIMBO
3aBBIIIGHBl B ClIydae  HOBOOOpa3OBaHMil  IO4YeK,
NPEJICTATENbHbIN JKeJe3bl, SMYHUKOB, MOJIOYHOM Keje3bl
M JKEJYHOTO ITy3bIps, NPH KOTOPBIX B KPOBU IOSIBJISIIOTCS
u30ou3umMbl CK-BB.

= ]-REAGENT CcOOTBETCTBYET KPHTEPHSAM KilacCH(pUKAIHK
corsiacuo nocranoBienuio (EC ) Ne 1272/2008.

Wurpenuents:

1-REAGENT conepxut uMuaasona.

OnacHocTh

H360D Mosker OTPHULIATETHEHO TIOBITHATD

Ha HepOIHMBIIErocs pedeHKa.

P201 Ilepen mcronp30BaHHEM MPOMTH HHCTPYKTAK

10 paboTe ¢ JaHHOU IPOTYKIHEH.

P308+P313 TIIPU oxa3aHuM BO3JEHCTBUS WU
obecrniokoeHHOCcTH: OOpaTUTHCS K Bpady.

P405 XpaHuts nox 3aMKoM.

BUOJIOTMYECKUIA MATEPHAJ

CriBopoTKa 6€3 ci1eJJoB remMoiunsa.

AxtuBHocts CK He cralmwibHa M IajgaeT IpH XPaHCHUH
o6pa3wuoB. [Ipobsl caexyer Gepeus oT cBera M Bo3xyxa. [IpoOsr
MOXKHO XPaHHTbh B TeueHHe 4-8 dacoB mpu temneparype 15-25°C,
6o 1-2 mus npu 2-8°C, m6o mecsity mpu —20°C.

Tem He MeHee PEKOMEHJyeTCsl MPOU3BOJUTH HCCIENOBAHUS
Ha CBEXKEB3ATOM OHOJIOTHYECKOM MaTepuaine!

MPOLEAYPA ONPEAEJEHUST

1-REAGENT u 2-REAGENT roToBbI K HCHOJIB30BaHUIO.

B kadecTBe OnaHKa-peareHTa PEKOMEHIYeTCS HCIOIb30BaTh
JIEHOHHU30BAHHYIO BOJLY.

Heo0xonumele aeiicTBusi:

Ilpu BbmmonHeHnu ananu3oB Ha aHaim3atopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S BO3MOHO HCKa)XKCHHE
Ppe3yibTaToB aHAIN308B, BBI3BaHHOE nepeKpecTHbIM
3arpssHenneM mexay pearentamu: CK-MB - CK, CK-MB -
CREATININE, GLUCOSE HEX - CK-MB, ASAT - CK-MB,
ALAT - CK-MB.

Yrobbl u3bexkaTh 3TOro >ddekra, craemyiite pekOMEHIAIUIM,
copepxxamumcst B uHCTpykimu S1_03_24_001_ACCENT-200_
CARRYOVER

str. / page / ctp. 5/10

51_03_03_024_03

PE®EPEHTHBIE BEJIMUMHBI °

| CBHIBOPOTKA | 37°C |
|BBp0CHLIC | 10 24 En/n | 10 0,401 Mkkat/n |
B cnyuasx, korja aktuBHocTH CK-MB n o6meit CK npeBbinrator
BEPXHIOI TPaHHIly HOPMAIBHBIX 3HAYEHMH, a aKTUBHOCTb
CK-MB cocraBisier 6-25% or akrtuBHoctu o6meii CK,
C BBICOKOH BEpPOSTHOCTBIO 9TO O3HadaeT HH(ApKT MHOKapaa
y HallkeHTa.

Kaxnoit nabopatopun PEKOMEH/TyeTCst paspaboTaTh
COOCTBEHHBIE ~ HOPMBI,  XapaKTepHble I 00CIeayeMoro
KOHTHHICHTA.

KOHTPOJIb KAYUECTBA

Jlnst  BHYTPEHHEro  KOHTPOISA  KauecTBa  PEKOMEHIyeTcs
HCIONB30BaTh KOoHTpombHBIE ChiBopoTkH CORMAY CK-MB
CONTROL N (Kar.Ne 5-183) 1 CORMAY CK-MB CONTROL
P (Kar.Ne 5-184) s kaxgoii cepuyt H3MepeHHit.

st KaJIHOPOBKH ABTOMATHYECKHX AHAJIM3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320,
BS-120, pexomenayercs wucnoms3oBath CORMAY CK-MB
CALIBRATOR (Kar.Ne 5-182). B xkauectBe 0-kxanmbparopa
PEKOMEH/IyeTCs HCIIONb30BaTh JCHOHH30BAHHYIO BOALY.
Kanu6poBouHyl0 ~ KPUBYIO ~ CIIEIyeT  COCTaBIATh  KaxKIble
6 wHenmenb, NpU KaKIOH CMEHE JOTa peareHTa M B Ciydyae
HeoOXOMMMOCTH, ~ Hamp., €CIOM  Pe3yNbTaThl  ONpeAeieHHus
KOHTPONIbHBIX ~ CBIBODOTOK ~HE TIONajaloT B  pedepeHTHbIi
JIMATIa30H.

XAPAKTEPUCTHUKH ONPEJEJTEHUS

OTH  METPOJIOTHYECKHE XapaKTePHUCTHKUM OBUIH  IIOJIy4eHbI
npu MCTIONb30BaHAN ABTOMATHYECKHX AHATM3aTOPOB:
ACCENT-200 1 ACCENT MC240. Pesynsrarsl, MOTy4eHHBIE
Ha JIPYTHX aHAJIM3aTOpax U BPYUYHYIO, MOTYT OTJINYAThCS.

= YyserureabHocrs: 21 En/n (0,35 mxkat/im) - ACCENT-200
= LOQ: 2,6 Ea/n (0,043 mxkat/m) — ACCENT MC240

= JluHeiiHocTh
110 2300 En/n (38,3 mkkat/m) - ACCENT-200
710 2870 En/n (47,83 mxkar/in) — ACCENT MC240

Ilpu Gonbueil koHIeHTpauuu, NpoObl clexyeT pa3daBUTh
0,9% NaCl u noBroputs ompenenenus. Pesymprar craemyer
YMHOXHTBTE Ha KOO (ULMEHT Pa3BeICHHUS.

= Cneuuduunocts / UnTepdepenunn

T'emornobun uHTEphEpHpyeT Aaxe B HEOOIBUIOM KOIHYECTBE,
Onmupy6us 10 20 Mr/mm, ackopOMHOBas Kuciota 10 62 Mr/in
W TPHUITHUIEPHAB B KoHIEHTpanuu 10 1000 Mr/am He BIMSIOT
Ha pe3yJIbTaThl OIPEJICIICHHIL.

= TouHocTh

IoBTOpPsIEMOCTH Cpennee SD Ccv

(MEXKJly CepHsIMU) [En/in] [En/in) [%]
ACCENT-200 ypoBeHb 1 42,9 0,48 1,13
n=10 YpOBeHb 2 97,9 1,04 1,07
ACCENT MC240 ypoBeHb 1 37,95 0,49 1,29
n=20 YpOBeHb 2 132,42 0,98 0,74
Bocnpon3soaumocrs Cpennee SD CvV

(130 JHS B ICHB) [En/n] [Ex/in] [%]
ACCENT-200 ypoBeHb 1 22,13 2,47 11,15
n=80 YpOBEHb 2 125,79 5,58 4,44

ACCENT MC240 ypoBeHb 1 36,4 0,75 2,1

n=80 YpOBEHb 2 133,1 2,03 1,5

ACCENT-200 CK-MB

= CpaBHeHue MeTOJa

CpaBHenne pesynpTaToB ompeznenenns axtuBHoctH CK-MB
npoussesieHHbIX Ha ACCENT-200 (y) u na COBAS INTEGRA
400 (x) c ucnons3oBanueM 30 00pa3LOB Jano ClEIyOLIe
Ppe3yJIbTaThI:

y =0,9436 x + 09208 Ex/m;

R = 0,960 (R — ko2 PUIMEHT KOpPENAIIHN)

CpaBHenue pesyipTaToB ompeznenenus axrtupHoctn CK-MB
npousBenenabix Ha ACCENT MC240 (y) u nra BECKMAN
COULTER AU 680 (x) ¢ wucrons3oBanineM 67 o06pasioB
CBIBOPOTKH JIAJIO CIIE/YIONINE Pe3yIbTaThl:

y =1,0495 x — 0,8043 En/m;

R =0,999 (R — ko3 puumesT Koppesumm)

YTUJIU3ALUA OTXO10B
B cOOTBETCTBUM C JIOKAITBHBIMH TPEOOBAHUAMH.
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ACCENT-200 CK-MB

PROGRAM NA ANALIZATORY / APPLICATION for / ATJANTALUA nas:

¢ ACCENT-200

Parameters
Test Name CK-MB R1
Test No 20 R2
Full Name CK-MB Sample Volume
Reference No | 20 R1 Blank
Analy. Type | Kinetic Mixed Reag. Blank
Pri. Wave. 340 nm Concentration
Secon. Wave. | 405 nm Linearity Limit
Trend Increase Substrate Limit
Reac. Time 10]20 Factor
Incuba. Time |20 |:| Prozone check
Unit u/
Precision 0.1

e [ ]
Calibration Rule
Rule Two-Point Linear
Sensitivity 1
Replicates 3
Interval (day) 42
Difference Limit 0
SD 0
Blank Response |0 [ 50000
Error Limit 0
Coefficient 0

* ACCENT-200 II GEN

Parameters

Test Name CK-MB R1

Test No 20 R2

Full Name CK-MB Sample Volume
Reference No | 20 R1 Blank

Analy. Type | Kinetic Mixed Reag. Blank
Pri. Wave. 340 nm Concentration
Secon. Wave. | 405 nm Linearity Limit
Trend Increase Substrate Limit
Reac. Time 10 | 20 Factor

Incuba. Time |20 |:| Prozone check
Unit u/

Precision 0.1

Calibration Rule

e [ ]

Rule

Two-Point Linear

Sensitivity 1

Replicates 3

Interval (day)

Difference Limit

SD

Blank Response

[ 50000

Error Limit

(=1 =l (=l [l Y

Coefficient

ACCENT-200 CK-MB

200

40

2300

0.2

al [ Ja2 [Je3 [ Jad []

Abs[ |

200

40

2200

0.2

al [Ja2 [Je3 [ Ja¢ []

Abs[ ]

* ACCENT-2208

Parameters

Test CK-MB R1

No 20 R2

Full Name CK-MB Sample Volume
Standard No |20 R1 Blank

Reac. Type Kinetic Mixed Rtg. Blank
Pri. Wave. 340 nm Linearity Range
Sec. Wave. 405 nm Linearity Limit
Direction Increase Substrate Limit
Reac. Time 15 | 25 Factor

Incuba. Time |20 |:| Prozone check
Unit u/i

Precision 0.1

200

40

2200

al [Ja2 [Je3 [ Ja¢ []

PC | | Abs]| |

Calibration Rule
Rule Two-point Linear
Sensitivity 1
Replicates 3
Interval (day) 42
Difference Limit 0
SD 0
Blank Response 0 [50000
Error Limit 0
Coefficient 0

¢ BS-120
Parameters
Test CK-MB R1 200
No 20 R2 40
Full Name CK-MB Sample Volume 8
Standard No | 20 R1 Blank
Reac. Type Kinetic Mixed Rtg. Blank
Pri. Wave. 340 nm Linearity Range 7 2000
Sec. Wave. 405 nm Linearity Limit 0.2
Direction Increase Substrate Limit
Reac. Time 8 | 18 Factor
Incuba. Time | 16 |:| Prozone check
Unit u/i
Precision 0.1 ql I:l q2 I:l q3 I:l q4 I:l

Calibration Rule

Rule
Sensitivity
Replicates
Interval (day)

Difference Limit

SD

Blank Response
Error Limit
Coefficient

51_03_03_024_03

PC | |

Abs [

Two-point Linear

[ 50000

o|lo|o|Io|o|o|w|—
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* ACCENT S120

Chem [ CK-MB | No.[ 020 ] Sample Type
Chemistry [ CK-MB | Print name
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [ 340 nm | Sec Wave
Unit [U/l ] Decimal
Incubation Timg
Blank Time | | \ | Reaction Tim
Standard ,ﬂzbﬂ‘ uL ’ﬂmmwd—| uL ’Ml uL R1 luL
Decreased | 9 | uL | 20 Jub [ 180 L R2[ 30 JuL
Increased | ] uL | JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 27 | ‘ 2870 | Linearity Limit | 0.2 |
Linearity Range (Decreased) [ | [ | Substrate Depletion | 40000 |
Linearity Range (Increased) [ ] \ ] Mixed Blank Abs 400001 [—40000 ]
R1 Blank Abs [ 40000 ] [ 40000 ] On-board Stability [ | Dav(s)
Blank Response [ 40000 | [ 40000 | Reagent Alarm Limit |:|
Twin Chemistry [ ] :l Enzvme Linear Extension
[ Prozone Check
oo 1 o [ vi L JLCJ o3| | o4 | ] v 1 [
os 1 o6 [—1 v3 L7 vl | pc2 | | 11
[ samole Pretreatment [ Control Pretreatment [ Calibrator Pretreatment

] Pretreat Sample Vol :l uL

CALIBRATION SETTINGS AUTO CALIBRATION

Math model [ Two-point linear ] |:| Bottle Changed

Factor [ Replicates [ JLotChanged
[ TcalTime

ACCEPTANCE LIMITS

Cal Time :l Hour

Slope Diff  [__] sp [

Sensitivity :l Repeatability ”

Deter Coeff :l

Pretreat Sample Vol I:l ul

ACCENT-200 CK-MB

51.03_03_024_03
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ACCENT-200 CK-MB

* ACCENT MC240

¢ ACCENT M320

Chem [ CK-MB

Chemistry [CK-MB

Reaction Type [ Kinetic

Sample Type [ SERUM
Print name | CK-MB

|
|
| Reaction Direction
]
|

Chem [ CK-MB | No.[ 020 ] Sample Type
Chemistry [ CK-MB | Print name
Reaction Type | Kinetic | Reaction Direction
Pri Wave [ 340 nm | Sec Wave
Unit [un | Decimal
Incubation Time
Blank Time [ | [ ] Reaction Time
Standard Sdmpgle Vol . Aspirated . Diluent - Reai;x)n VoluL
Decreased | 9 | uL | 20 Ju. [_180 | uL R2 uL
Increased [ [ uL [ JuL [ ] uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) [ 2.6 | [ 2870 | Linearity Limit [ 0.2 |
Linearity Range (Decreased) [ | [ ] Substrate Depletion [ 35000 ]
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 | ] I:l Enzvme Linear Extension
:l Prozone Check
oo 1 o2 [ 1 vt 101 o3| | o4 [ | v [ 101
os 1 o6 [1 v3 [JL[_1pa | | pc2 | I [ iy
[T Sample Pretreatment [ Control Pretreatment [ calibrator Pretreatment
[ ] Pretreat Sample Vol :l ul Pretreat Sample Vol :l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two- point linear ] |:| Bottle Changed
Factor :l Replicates |:| Lot Changed
[ calTime
ACCEPTANCE LIMITS
Cal Time [T Hour
Slove Diff  [__] sp [
Sensitivity I:| Repeatability
Deter Coeff :l

Pri Wave | 340 nm Sec Wave
Unit [ U1 Decimal
Incubation Time
Blank Time [ | [ ] Reaction Time
Stndard Sdmpgle Vol . Aspirated o Diluent . - Redlise(l;t VoluL
Decreased | 9 | L | 20 JuL [ 180 ] uL R2 uL
Increased [ [ uL | JuL [ ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 2.6 | | 2870 | 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 [ | Dav(s)
Blank Response [___-35000 | [ 35000 ] Reagent Alarm Limit [ |
Twin Chemistry [ ] :l Enzyme Linear Extension
:l Prozone Check
oo [ 1 o [ 1 vt 1L o3[ ] o4 | | v2 | | ]
os 1 oe [_1 vz [ 1L _1Jercl ] pc2 | | I I 1
:l Sample Pretreatment :l Control Pretreatment I:l Calibrator Pretreatment
[ | Pretreat Sample Vol ] L Pretreat Sample Vol [ ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Tinear ] [ 1 Bottle Chaneed
Factor :l Renlicates |:| Lot Changed
[ T cCalTime
ACCEPTANCE LIMITS
Cal Time :l Hour
Slope Diff  [___| sp [ ]
Sensitivity :l Repeatability
Deter Coeff :l
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