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CK- MB - DAC
KPEATUHKWHA3A MB-®PAKLUA (CK-MB)
WMMYHOWHIMBUPOBAHNE KWHETMYECKMWIA UV METOA
ToNbKO AN AMArHOCTUKM «in vitro»

XpaHutb npu 2-8°C

30 Mmn
120 mn

Koa 2037C30
Koa 2037C120

MPUHUMN METOAA
Cneunduueckoe aHTUTeNo MHrMbupyet obe cybbeamHuubl M CK-MM
(CK-3), n oaHy cybveaumuuuy M CK-MB (CK-2), nostomy onpepe-
nsetcs cybbeanHnua B CK-MB (npu otcyTcTBum CK-BB nnm CK-1)12
KaTtanutunueckas koHueHTpauus CK-B, cooTBeTCTByioOLash NONOBUHE
KoHUeHTpauun CK-MB, onpegensercs no cogepxaxuio NADPH,
obpasytolleroca B pe3ynbraTe napHbIX peakuuii rekcoknHassl (HK) un
rnoko30-6-dbochataerngporeHasbl (G6P-DH):

KpeaTuH tocgat + ADP __CK-B o KpeaTiH +ATP

ATP + Tniokoza — K ADP+ I'nioko30-6-thocpar

Tnioko3o-6-docdar + NADP* __G6P-DH  rnjokoHaT-6-Oocdat + NADPH +H*

VHTEHCMBHOCTb OKpackiu pacTBOpa, M3MepeHHas Npu A1He BOHbI
340 nm, nponopuuoHanbHa NonoBuHe akTuBHocTM CK-MB

COCTAB HABOPA

Kon 2037C30 2037C120
Reagent A pH 6,5 25 ml 4x25 ml
WmMuaason/MES 6ydep 100 mmol/I
D-rntoko3sa 20 mmol/I
N-auetunumncrenH 20 mmol/l
Marsus auerar 10 mmol/I
NADP 2 mmol/|
EDTA 2 mmol/|
ADP 2 mmol/|
AMP 5 mmol/|
lekcoknHasa (HK) > 2500 U/I

aHTU-CK-M, cnocobHas uHrnbuposats Ao 8000 U/I CK-MM

Reagent B 5ml 20 ml
[n-apeHo3nH-5'-

neHtacochat 10 pmol/I

[nioko30-6-tocdar

fernaporeHasa > 1500 U/I

KpeaTuHdochat 30 mmol/I

XPAHEHWE U CTABUJIbHOCTb PEATEHTOB

PeareHTbl npu 2-8°C cTabunbHbl 4O CPOKA, YKAa3aHHOTO Ha 3TUKETKE.
MpusHakn HENpUrogHOCTM peareHToB: HajMuMe B3BECH,
MYTHOCTb.

OBPA3Lbl ANA UCCNTEAOBAHUSA

CbiBOpoTKa (nnasma) 6e3 remonusa. B KayecTBe aHTUKOArynsHToB
peKOMeHAyeTcs UCNONb30BaTh renapuH uam EDTA.

CK-MB npu 2-8°C B TeMHoTe cTabunbHa 2 AHs, npu -20°C — 1 Mecau.

AONOJIHUTENbHOE OBOPYAOBAHUE

AHanusatop, CnekTpoOTOMETP MAU TepMocTaTUpyloWwuii doTomMeTp
37°C, ¢ dunbTpoM 340 (£10) nm.

[losatopbl Ha 40 pl, 1,0 ml.

MEPbI NPEAOCTOPOXHOCTH

Ha6op npeaHasHa4yeH TONbLKO ANS ANArHOCTUKYM in vitro.

O6pa3Lbl AOMKHBI paccMaTpUBaTbCH Kak MOTEHUManbHO OnacHble U
o06pabaTbiBaThCs Kak UHMEKLMOHHbIE.

NMPUTOTOBJIEHNE PABOYEI0 PEAFTEHTA

Cwmewwaiite 5 o6bemoB Reagent A ¢ 1 o6beMoM Reagent B.
Crabunen npu 2-8°C 3 Hepenm.

KOHTPOJIb KAYECTBA

[ns npoBepku NpoLeaypbl U3MEPEHUs PeKOMEHAYETCS UCNOb30BaTb
KOHTPONbHY0 cbiBopoTKY CK-MB (Kog 2060K05).

NMPOLUEAYPA ONPERENEHUA

MeToA: KUHETUYEeCKnit
[nuHa BOMHbI: 340 nm
[NnHa onTUYecKoro nyTu: lcm

37°C (x1°C)
no pearexTy

Temnepatypa:
Bnaxk:

1. foseante TemnepaTypy Pabouero PeareHTa u doTtomeTpa A0
TeMmnepaTypbl peakuuu (37°C).
2. BHecuTe NUNETKON B KioBETY:

BnaHk Mpo6a
Pa6ouunit Pearent 1,0 ml 1,0 ml
O6pasey - 40 pl
Anctunn. sBoaa 40 pl -
NB: O6bemMbl peareHTa M o6pasya MOryT O6biTb [POMOPUNMOHAETIBHO

M3MEHEHbl B COOTBETCTBMMU C paﬁD‘{MM 06bEMOM KIOBETbI aHasnnsaropa.

3. TwaTenbHo nepeMelwaiiTe W BCTaBbTe KloBeTy B oTOMETp,
BKJIOUUTE CEKYHAOMED.

4. CnycTs 2 MUHYTHI U3MEpbTE HavanbHyto abcopbuuto npu 340 nm n
yepes WHTepBasbl B 1 MUHYTY B TeuyeHWe 3 MUHYT OTHOCUTENbHO
BnaHk.

5. BbluucnuTe pasHuuy Mexay nocnefosaTeNbHbIMU abcopbumnaMu u
CcpefHio pasHuuy 3a 1 MuHyTy (AA/min).

BbIYNCIIEHUSA

AkTnBHOCTH CK-MB B npobe BbluncnseTcs no gopmyne:

Cck-m = AA X 8352

OTHOCUTENbHbI MHAEKC aKTUBHOCTU CK-MB BbluncaseTcs no
dopmyne:

CK-MB koHueHTpauus/CKopwee KOHLUEHTPaUMA X 100 = %

PE®EPEHTHbIE BENTMYUHbI*®

BO3MOXHOCTb WH(apKTa MUOKapAa BO3pacTaeT Npu CReayLmnx
3HayeHusx: 37°C CK-MB > 24 U/1

OTHOCUTenNbHbI MHAeKe CK-MB: 6-25 % o6weit CK akTuBHOCTU.
[aHHble BENMUYMHbBI OPUEHTUPOBOYHBI.

METPOJIOTMYECKUE XAPAKTEPUCTUKU

YyscTButenbHoctb: 0,0013 AA/min=11 U/I.

JinHeitHocTb: 0,239 AA/min=2000 U/I. Mpu akTueHocTM CK-MB
Bbllwe 2000 U/, obpasel; HeobxoAMMo pasBecTu (hM3pacTBOpPoOM B
COOTHOWEHUW 1:1 U NOBTOPUTL OMpefeneHne. PesynbTaT YMHOXUTb
Ha 2.

BoCnpou3BOAMMOCTb BHYTPU CEpUM:

CpesHsis KOHLeHTpaums cv n
35,7 U/l 6,31 % 20
132,7 U/l 1,53 % 20

BocnponsBoanMOCTb OT CEPUN K CEPUN:

CpesHsis KOHUEHTpaums cv n
39 U/l 10,4 % 20
136,6 U/I 6,85 % 20

* [pe: CV—koaddnULMEHT BapUaLnm; n—KoNMYeCTBO onpeaeneHuii.
WHTtepdepeHuua: Tlemornobun po 1,25 g/dl, 6unmpybuH po
35 mg/dl, ackopbuHoBas kucnota 4o 62 mg/l v Tpurnuuepuabl 4o
250 mg/dl He BAMSIOT Ha pe3y/nbTaT ONpeAeneHus, NpuUcyTcTeue B
obpasue noBblWEHHOro codepxaHus CK-BB, ajeHMnaTkuHasbl,
Makpo M MUKpoXoHApuanbHoi CK  BAMsieT Ha  pesynbraT
onpeaenexuns.> MoryT okasbiBaTh BAMsIHUE Apyrie BewecTsa’.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

MpoueHTHOe oTHOWeHMe akTuBHOCTU CK-MB k o6weit akTuBHoCcTH CK
06bIYHO He MpeBbIlaeT 6 %, HO TPaBMbl, Ype3MepHas dusmnyeckas
Harpyska, MWONaTMM WU BOCManeHWe CepAeYHON MbllLbl, CTEHOKap-
[Ms, COCYAUCTas He0CTaTOUHOCTb, MHMAPKT MUOKapAa, cy6apaxHo-
MAANbHOE KPOBOU3NUSIHUE, TMNOTEPMUS U TUNEPTEpPMUS, 3M10KaYeCT-
BEHHas TUNEpTepMUs, MbllWEYHble AUCTPOdUM, CUHAPOM Peite,
onpeseneHHble UHMEKLNM, OTpaBNEHWS, 3aTskHblie apuTMuu, XMH
NPUBOAST K NOBbILIEHNIO OTHOCUTENbHOrO MHAeKkca CK-MB.
[narHoctuka noBpexaeHUin Muokapaa AOSKHA OCHOBLIBATHCS Ha
KAWHWUYECKUX HaBNIOAEHUAX, 3HAYEHUSIX MOBbIWEHWUS aKTUBHOCTU
CK-MB 1 ee u3MeHeHnax O BpeMeHu™ .
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CK- MB-DAC
CREATININCHINAZA FRACTIA-MB (CK-MB)
IMUNOINHIBARE KINETIC UV METODE
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

30 ml
120 ml

Cod 2037C30
Cod 2037C100

PRINCIPIUL METODEI

Anticorpii specifici inhibeazd ambele subunitdti M CK-MM (CK-3), si
o subunitate M CK-MB (CK-2), deaceea se determind subunitatea B
CK-MB (in cazul in care CK-BB sau CK-1 lipseste)*? Concentratia
cataliticd CK-B, care corespunde la 1/2 concentratiei CK-MB, se
determind utilizind concentratia NADPH, care se formeazd in
rezultatul reactiilor pare dintre hexochinazd (HK) si glucozo-6-
fosfatdehidrohenazd (G6P-DH):

Fosfat de creatinind + ADP __ €K -8 _ Creatinind +ATP
ATP + Glucozd 7K _, ADP+ Glucozd-6-fosfat
Glucoza-6-fosfat + NADP* __G6P-DH o gluconat-6-fosfat + NADPH + H*

Intensitatea culorii, mdsuratd la 340 (£10) nm, este proportionald
activitdtii CK-MB.

COMPONENTA SETULUI

2037C30 2037C120
Reagent A pH 6,5 25 ml 4x25 ml
Imidazol/MES buffer 100 mmol/I
D-glucoza 20 mmol/I
N-acetilcistein 20 mmol/I
Acetat de magneziu 10 mmol/I
NADP 2 mmol/I
EDTA 2 mmol/I
ADP 2 mmol/I
AMP 5 mmol/I
Hexochinaza > 2500 U/I
anti-CK-M, poate inhiba pind la 8000 U/I CK-MM
Reagent B 5ml 20 ml

Diadenozin-5-fosfat 10 umol/I

Glucozo-6-fosfat > 1500 U/I
dehidrogenaza

Creatinin fosfat 30 mmol/I

PASTRAREA S1 STABILITATEA REAGENTILOR
Reagentii suntstabili la 2-8°C pind la data indicatd pe etichetd.
Semne de deteriorare: prezenta particulelor materiale, turbiditate.

PROBE

Ser (plasmd) fard hemolizd. Tn calitate de anticoagulant se
recomanda de utilizat heparina, EDTA.

CK-MB la 2-8°C, la un loc fierit de luming, este stabild 2 zile, la-20°C
-0 lund.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru
cu filtrul 340(%10) nm.

Dozatoare 40 pl, 200 pl, 1,0 ml.

PRECAUTII

Setul este destinat numai pentru diagnosticare in vitro.

Probele pacientilor vor fi considerate ca material potential contagios
si se vor prelucra analogic celor contagioase.

PREPARAREA REAGENTILOR DE LUCRU
5 ml Reagent A + 1 ml Reagent B. Se va amesteca atent.
Este stabil la 2-8°C 3 sdptdmini.

CONTROLUL CALIT;\]'II
Pentru controlul procedurii de masurare se recomanda de folosit
seruri de control CK-MB (Cod 2060K05).

termostatic  37°C,

METODA DE LUCRU

Metoda: cinetic
Lungimea de unda: 340 nm
Lungimea optica: 1cm

37°C (x1°C)
dupd reagent

Temperatura:
Instalarea zero:

1. Reagentul de lucru si fotometrul se vor incdlzi pind la
temperatura reactiei (37°C).
2. Se va pipeta in cuvd cu lungimea opticd 1 cm :

Blank Proba
Reagentul de lucru 1,0u 1,0 pl
Proba - 40 pl
Apa distilata 40 pl -

NB: Volumul reagentului si probei pot fi schimbate proportional
conform volumului de lucru a cuvei analizatorului folosit

3. Se va amesteca bine, cuva se va inserta in fotometru. Se va
declanga cronometrul.

4. Se va mdsura absorbtia initiald peste 2 minute la 340 nm, apoi cu
intervale de 1 minut se va masura absorbtia pe parcusul a 3 minute
contra Blanc.

5. Se va calcula diferenta dintre absorbtiile consecutive si diferenta
medie intre absorbtii pe 1 min (AA/min).

CALCUL

Activitatea CK-MB 7n probd se va calcula utilizind formula:

Cck-m = AA X 8352

Indicile relativ al activitatii CK-MB se calculeaza utilizind formula:
CK-MB concentratia/CKyota cOncentratia x 100 = %

VALORI DE REFERINTA%®

Posibilitatea infarctului miocardic creste in dependentd de valorile
CK-MB: 37°C CK-MB > 24U/l

Indicele relativ CK-MB: 6-25 % activitatea CK totald.

Aceste valori suntorientative.

CARACTERISTICI METROLOGICE

Sensibilitatea: 0,0013 AA/min=11 U/I.

Linearitdti: 0,239 AA/min=2000 U/l. Dacad CK-MB depdseste 2000
U/I, proba trebuie diluatd cu solutie salind intr-un raport de 1:1 si de
repetat determinarea. Rezultatul de Tnmultit cu 2.
Reproductibilitatea in interiorul seriei:

Concentratia medie cv n
35,7 U/l 6,31 % 20
132,7 U/l 1,53 % 20

Reproductibilitatea de la serie la serie:

Concentratia medie cv n
39 U/I 10,4 % 20
136,6 U/I 6,85 % 20

* CV- coeficientul de variatie; n— numarul de determinari.
Interferente: hemoglobina pind la 1,25 g/dl, bilirubin pind la
35 mg/dl, ascorbic acid pind la 62 mg/l, lipemia (trigliceride
250 mg/dl) nu influenteaza rezultatul.

Prezenta in probd a CK-BB cu concentratie sporitd, a adenilat
chinazei, CK macro si microhondriald influenteaz rezultatul®

Se va tine cont de posibila interferentd altor substante®.

CARACTERISTICI DIAGNOSTICE

Sursa principald de KK-MB in organismul uman etse muschiul
cardiac. CK-MB este prezentd si in mugchii scheletici. Raportul dintre
activitatea CK-MB si activitatea CK totald de obicei nu depdseste 6
%, dar stdrile de traumd, inclusiv si cea chirur-gicald; efort fizic,
miopatie si inflamarea muschiului cardiac, stenocardie nestabild,
insuficientd vasculard si soc, infarct miocardic, hemoragie subara-
hnoidiana, hipotermia si hipertermia, hipertermia maligna, distrofie
musculard, sindrom Reie, determinarea infectiei, otrdviri, aritmii
lente si insuficienta renald cronicd conduc la sporirea indecelui
relativ CK-MB. Diagnosticul afectdrii miocardului se va baza pe
observatiile clinice, valorile ridicate a activitdtii CK-MB cit si devierea
valorilor n timp*7.
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CK-MB-DAC
CREATINE KINASE MB (CK-MB)
IMMUNOINHIBITION KINETIC UV METHOD
For «in vitro» use only
Store at 2-8°C

30 ml
120 ml

Code 2037C30
Code 2037C120
PRINCIPLE
Specific antibody inhibits both subunits M CK-MM (ck-3) and one
subunit M CK-MB (CK-2), that's why subunit B CK-MB is determined
(at absence of CK-BB and CK-1)'2 Catalytical concentration of CK-B,
corresponding to the half concentration of CK-MB, is determined by
NADH concentration, produced as the result coupled reactions of
hexokinase (HK) and glucose-6-phsphatedehydrogenase (G6P-DH):
Creatine Phosphate + ADP_CK-B_ Creatine +ATP

ATP + Glucose — Ky ADP+ Glucose-6-Phosphate
GeP + NADP" _G6P-DH o 6-Phosphogluconate + NADPH +H"
The intensity of produced colour, measured photometrically 340 nm, is
proportional to the half concentration of CK-MB.

CONTENTS AND COMPOSITION

Code 2037C30 2037C120
Reagent A pH=6.5 25 ml 4x25 ml
Imidazole/MES buffer 100 mmol/I
D-Glucose 20 mmol/I
N-Acetylcysteine 20 mmol/I
Magnesium acetate 10 mmol/I
NADP 2 mmol/I
EDTA 2 mmol/I
ADP 2 mmol/Il
AMP 5 mmol/I
Hexokinase (HK) > 2500 U/I
Anti-human-CK-M able to inhibit up to 8000 U/l of CK-M
Reagent B 5ml 20 ml
P1, P5-di (adenosine-5’) 10 pmol/I
pentaphosphate
Glucose-6-phosphate > 1500 U/I
dehydrogenase
Creatine phosphate 30 mmol/I

STORAGE AND STABILITY OF REAGENTS

Reagents are stable at 2-8°C until the expiry date shown on the label.
Signs of reagents deterioration: presence of particulate material,
turbidity.

SAMPLES

Serum or plasma, free of haemolysis.
recommended as anticoagulant.

CK-MB is stable for 2 days at 2-8°C, 1 month at -20°C protected from
light.

ADDITIONAL EQUIPMENT

Analyzer, spectrophotometer or photometer with cell holder
thermostatable at 37°C and able to read at 340 (+10) nm. Pipette for
40 ul, 1,0 ml.

Heparin or EDTA s

PRECAUTION

The kit is only for in vitro use.

Patient serum specimens must be handled as potentially dangerous
and treated as infectious.

REAGENT PREPARATION
Mix Reagent A and Reagent B in ratio 5+1. Working reagent is
stable for 3 weeks at 2-8°C.

QUALITY CONTROL
It is recommended to use the CK-MB control sera (cod 2060K05) to
verify the performance of the measurement procedure.

PROCEDURE

Method: kinetic
Wavelength: 340 nm
Temperature: 37°C (x1°C)
Cuvette: 1 cm light path

Read against: Reagent

1. Bring the Working reagent and the photometer to reaction
temperature (37°C).
2. Pipette into cuvette:

Blank Sample
Working reagent 1,0 ml 1,0 ml
Sample - 40 pl
Distilled water 40 pl -

NB: Volumes of reagent, standard and samples can be proportionally
changed according to the working volumes of cuvettes in the applied
analyzers

3. Mix thoroughly and place cuvette into photometer, start the timer.
5. After 2 minutes measure initial absorbance at 340 nm and
absorbances with 1 minute intervals during 3 minutes against blank.
6. Calculate the difference between consecutive absorbances and
mean absorbance difference for 1 minute (AA/min).

CALCULATIONS
The CK-MB activity in the sample is calculated using the following
general formula:
C ck-ms =AA x 8352
Relative activity index is calculated as follows:
CK-MB conc./CK Total conc. x 100 = %

REFERENCE VALUES

Miocardial infarction incidence is high at the following conditions:
37°C CK-MB >24U/1

Relative index of CK-MB: 6-25% of total CK activity.

These ranges are given for orientation only; each laboratory should
establish its own reference ranges.

METROLOGICAL CHARACTERISTICS

Sensitivity: 0,0013 AA/min = 11 U/I

Linearity limit: 0,239 AA/min = 2000 U/l. At CK-MB activity more
than 2000 U/l sample is to be diluted 1:1 by saline and retest. Multiply
by 2.

Repeatability (within run):

Mean Concentration CV,% n
35,7 U/l 6,31 % 20
132,7 U/l 1,53 % 20

Reproducibility (run to run):

Mean Concentration CV,% n
39 U/I 10,4 % 20
136,6 U/I 6,85 % 20

* CV - coefficient of variation n — number of determinations
Interferences: no interferences was observed with hemoglobin up to
1,25 g/dl, bilirubin up to 35 mg/dl, ascorbic acid up to 62 mg/dl,
triglycerides up to 250 mg/dl. Presence of high amount of CK-BB or
adenylate kinase, macro and micro mitochondrial CK may affect the
results®. Other drugs and substances may interfere®.

DIAGNOSTIC CHARACTERISTICS

Percent ration of CK-MB activity to total CK activity is usually not more
than 6%, but injuries, excessive physical activity, myopathy and
myocarditis, stenocardia, circulatory collapse, myocardial infarction,
subarachnoid hemorrhage, hypothermia and hyperthermia, malignant
hyperpyrexia, muscular dystrophy, Reye’s syndrome, some infections,
poisoning, lingering arrhythmias, chronic renal linsufficiency cause the
increase of relative CK-MB index.

Diagnosing of myocardium damage should be based on the clinical
observations, CK-MB activity increase value and activity change in
time.*7
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