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CK - DAC

KPEATUHKWHA3A (CK)
KWHETUYECKUWA ®OTOMETPMYECKUIA METOA
ToNbKO ANA AMArHOCTUKN «in vitro»
XpaHutb npu 2-8°C

60 Mn
150 Mn

Koa 2035C60

Koa 2035C150
NMPUHUMN METOAA
KpeaTuHkuHasza (CK) katanusupyer cocchopunupoaHne ADP B
npucyTCTBAN KpeaTuH tocdata ¢ obpasosaHueM ATP W KpeaTuHa.
KaTanutuyeckas KoHueHTpauus CK onpeaensercs no coaepxaHuio
NADPH, o6pa3sytolierocs B pe3ynbTaTe NapHbIX peakLmii:

CK
KpeaTuH docdar + ADP ——— > KpeaTuH + ATP
HK
ATP + Tntokoza —— > AZl® + IMioko30-6-ocdat

Inioko3a-6-docdar + NADPH’M_’ 6-®ochorniokoHat+ NADPH+H"
WNHTEHCUBHOCTL OKPackM pacTBopa, M3MEpEHHas Mpu AJWHE BOSHbI
340(x10) nm, NPONOpUMOHanbHa akTUBHOCTN CKY2,

COCTAB HABOPA

Kon 2035C60  2035C150
Reagent A pH 6,7 50 ml 125 ml
WmMunpason 60 mmol/I
D-rntoko3sa 27 mmol/|
N-auetunumncTenH 27 mmol/|
MarHuna auerar 14 mmol/I
NADP 2,7 mmol/|
EDTA 2,0 mmol/I
lekcoknHasa > 5000 U/I
Reagent B 10 ml 25 ml
WmMunpason 160 mmol/I
ADP 11 mmol/I
AMP 28 mmol/I
[OvapeHosnH-5-pocdar 55 pmol/l
EDTA 2 mmol/|
[nioko30-6-tocdar
fernaporeHasa > 14000 U/I
KpeaTuH cdoccat 160 mmol/I

XPAHEHWE U CTABU/IbHOCTb PEATEHTOB

PeareHTbl cTabunbHbl Npu 2-8°C [0 CPoKa, yKa3aHHOro Ha 3TUKETKeE.

MpusHakn HENpUrogHOCTM peareHTOB: MpPUCYTCTBAE B3BECH,

MYTHOCTb.

OBPA3Lbl A1 UCCNEAOBAHUA

CblBOpOTKa, nniasMa. B kayecTBe aHTUKOArynsHTOB peKoMeHayeTcs

ucnonb3oBaTb renapuH unav DATA. MeHee 10 % akTuBHocTu CK B

CbIBOpOTKE CHUXaeTcst npu 2-8°C B Teuenne 1 gHs, npu 15-25°C B

TeyeHue 1 vaca.

PE®EPEHTHbIE BEINMUHbI
Temnepatypa peakuuun KeHwmHbr*

o 20 - 180 U/I

MyxuuHbI*
20 - 200 U/I
[aHHble BENMYMHbBI OPUEHTUPOBOYHBI.
AOMOJIHUTENbHOE OBOPYJOBAHUE
AHanusatop, cnekTpodoTOMETP MAM TepMOCTaTUpylolwmii dhoToMeTp
Ha 37°C ¢ dunbTpoM 340(x10) nm. [lo3atopsl Ha 40, 250 pl, 1,0 ml.
MEPbI NPEAOCTOPOXHOCTH

Habop npeaHa3HayeH TONbKO A8 AMArHOCTUKM in vitro.

06pasLbl AOMXHbI PaccMaTpuBaTbCs Kak MOTEHLMANbHO OnacHble U
06pabaTbiBaThCs Kak UHMEKLMOHHbIE.

NMPUTOTOBJIEHVUE PABOYEI0 PEATEHTA

Cwmewwaiite 5 o6bemMoB Reagent A ¢ 1 o6beMoM Reagent B.
Crabunen npu 2-8°C 3 Hegenn, npu 15-25°C 48 4acos.

KOHTPOJIb KAYECTBA

[ns KOHTPONs Xofa peakuuu W npoueaypbl U3MEpeHWUs pPeKoMeH-
[lyeTCs MCMONb30BaTh HOPMasbHbIE U NaTONOrMYECKUe KOHTPOSIbHbIE
CblBOpOTKM. Kaxaasn nabopaTopus AONKHA YCTaHOBUTb COBCTBEHHY O
BHYTPEHHI0t0 CUCTEMY KOHTPOAS KayecTea.

NMPOLUEAYPA ONPERENEHUA

Metoa: KMHETUYEeCKNi (NoBbIWaoLLMiA)
[nvHa BONHbI: 340(%+10) nm

Temnepatypa: 37°C

BnaHk: no peareHTy

MeTtop A

1. foseaute TemnepaTypy Pa6ouero PeareHta u ¢hotometpa A0
TeMmnepaTypbl peakuuu (37°C).
2. BHecuTe NUNETKON B KIOBETY:

BnaHk Mpo6a
Pa6ouunit PeareHt 1,0 ml 1,0 ml
O6pasey - 40 pl
Anctunn. sBoaa 40 pl -

3. TwatensHo nepeMmewanTe W BCTaBbTe KioBETY B (oTOMETp,
BKJIOUUTE CEKYHAOMED.

4. CnycTs 2 MAHYTHI U3MepbTe Ha4anbHyt abcopbumio npu 340 nm
1 Yepes MHTepBanbl B 1 MUHYTY B TEYEHWE 3 MUHYT OTHOCUTENbHO
BnaHk.

5. BbluncnuTe pasHuLy MexAy nocrefoBaTenbHbIMU abcopbLmsmMi u
CpefHiolo pasHuuy 3a 1 MuHyTy (AA/min).

Metop B

1. NoseauTe TemnepaTypy Reagent A, Reagent B u dotomeTpa ao
TemnepaTypbl peakunn (37°C).

2. BHecuTe B KIOBETY C AJIMHOI ONTUYECKOro NyTn 1 cm*:

BnaHk Mpo6a

Reagent A 1,0 ml 1,0 ml

O6pasey - 40 pl

Anctunn. sBoaa 40 pl -
3. CMewwaiiTe 1 BHeCuTe B KIOBETY:

Reagent B 200 ul 200 pl
4. CMewaiTe W nomectute KioBeTy B doToMeTp. Bkaouute
cekyHAoMep.

5. CnycTs 2 MWHYTbl W3MepbTe HauanbHyl abcopbuuio npotue
BnaHk, 3ateM u3MepsaiTe abcopbunio yepes Kaxaylw 1 MUHYTY B
TeYeHne 3 MUHYT.

6. BbluncnuTe pasHuLy MeXAy nocnenoBaTenbHbIMU abcopbLmsmMi u
cpefaHIol0 pasHuLy abcopbuun 3a 1 MUHYTY (AA/min).

NB: O6bembl peareHta M o6pasya MOryT O6biTb [POMOPUMOHANLHO
M3MEHEHbl B COOTBETCTBMMN C paﬁD‘{MM 06bEMOM KIOBETbI aHasnnsaropa.
BbIYNCIIEHUA

Ons  BbIYNCNIEHMS KaTaUTUYECKON aKTUBHOCTM
cnepytowwme bopmynbl:

37°C 340nm  AA/min x 4127 = U/I
METPOJIOTMYECKNE XAPAKTEPUCTUKN
Mpepen yyscTBUTENbHOCTH: 0,003 AA/Min=12 U/I.
Mpepen nuHeitHocTu: 0,436 AA/min=1800 U/l. [ins 6onee BbICO-
KWX 3HaueHWit passeanTe ob6pasel; GW3pacTBOpoM, pesynbTaT
YMHOXbTE Ha KO3 DULNEHT pa3BeaeHus.

BocnpoussoauMocTb (B npefenax nepnmoaa):

CK BbiBEfEHbI

CpeaHAs KOHLEeHTpaums Cv* n*

77 U/l 25 % 20

624 U/ 1,0 % 20
BocnpoussoanMocTb (0T Nepuoja K nepuoay):

CpeaHAs KOHLEeHTpaums CVv* n*

83 U/I 2,8 % 20

616 U/I 0,8 % 20

* [pe: CV—koaddULMEHT BapuaLnm; N—KoNMYeCTBO onpeaeneHuii.
WnTtepdepeHuua: Mwokosa o 7 g/dl, remornobuH go 5 g/l un
Tpuramuepuasl Ao 7 mmol/l  He BAMAT Ha  pe3ynbTaT
onpeaenexnst2. HekoTopble XMMMYECKME BELIECTBA W JeKapcTea
MOryT OKa3blBaTb BMUSHWE HA PE3yNbTaTbl OnpeseneHus’.
PesynbTaThl MOryT BapbuMpoBaTb B 3aBUCMMOCTU OT WUCMOMb3YEMOro
060pyAOBaHMS UK MpOLEAypbl ONpeAeneHus.
AWATHOCTUYECKUE XAPAKTEPUCTUKN

OCHOBHbIMM MCTOUHMKaMM CK B CbIBOPOTKE SIBNSIOTCS CKeneTHas
MycKynaTypa, CEepAeYHasi Mbllla, MO3r M LWWTOBMAHAs Xxenesa,
nostoMy yposeHb CK B CbIBOPOTKE 3HAUMTENbHO MOBbIWEH NpU
3a601eBaHMA CKENEeTHbIX MbllL, CepALa, LEHTPanbHO HEepBHON
CUCTEMbI U LWMTOBUAHOMN Xenesbl.

Mocne uHpapkTa mokapaa yposeHb CK yBenMYnBaeTcs B TeyeHne
3-6 YacoB U AOCTUraeT CBOEro nuka yepes 24-36 4acos.

AkTnBHOCTb CK 06bIY4HO BO3BpalaeTcsi K HOPMasabHOMy YDOBHIO B
TeyeHune 3-4 fHei.
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CK-DAC
CREATININCHINAZA (CK)
CINETIC FOTOMETRIC
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

60 ml
150 ml

Cod 2035C60

Cod 2035C150
PRINCIPIUL METODEI
Creatininchinaza (CK) catalizeazd fosforilarea ADP in prezenta
creatinin-fosfatului  cu formarea ATP gi creatinei. Concentratia
cataliticd CK se determind utilizind concentratia NADPH, care se
formeaza in rezultatul reactiilor pare descrise mai jos:

P CK P
Creatinin fosfat + ADP —> Creatining + ATP
HK
ATP + Glucoza —~— —> ADF + Glucoza-6-fosfat

Glucozo-6-fosfat + NADPH+ﬂ)G-FOSfOQ|UCOHat + NADPH+ H*
Intensitatea culorii, masuratd la 340(x£10) nm, este proportionald
activitdtii CK*2.

COMPONENTA SETULUI

Cod 2035C60 2035C150
Reagent A pH 6,7 50 ml 125 ml
Imidazol 60 mmol/I
D-glucoza 27 mmol/I
N-acetilcistein 27 mmol/|
Acetat de 14 mmol/I
magneziu
NADP 2,7 mmol/I
Trilon B 2,0 mmol/I
Hexochinaza > 5000 U/I
Reagent B 10 ml 25 ml
Imidazol 160 mmol/I
ADP 11 mmol/I
AMP 28 mmol/|
Diadenozin-5- 55 pmol/I
fosfat
Trilon B 2 mmol/I
Glucozo-6-fosfat > 14000 U/I
dehidrogenaza
Creatinin fosfat 160 mmol/I

PASTRAREA S1 STABILITATEA REAGENTILOR

Reagentii suntstabili la 2-8°C pind la data indicatd pe etichetd.

Semne de deteriorare: prezenta particulelor materiale, turbi.

PROBE

Ser, plasm3. Tn calitatae de coagulant se recomandd de utilizat

heparina sau Trilon B. Concentratia CK din ser scade cu 10% in

cursul 1 zile la 2-8°C , I':-1u15—250 n cursul 1 ore.

VALORI DE REFERINTA
Temperatura reactiei

37°C

Aceste valori suntorientative.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru termostatic 37°C, cu

filtrul 340 (£10) nm. Dozatoare 40 pl, 250 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 REAGENTULUI DE LUCRU

5 ml Reagent A + 1 ml Reagent B. Se va amesteca atent.

Reagentu de lucru este stabil la 2-8°C 3sdptdmini, sau la 15-25°C

48 ore. .

CONTROLUL CALITATII

Pentru controlul mersului reactiei i a procedurii de masurare

Femeit
20 - 180 U/I

Barbatit
20 - 200 U/I

se recomanda de folosit seruri normale si patologice pentru control.
Se recomanda stabilirea sistemului intern de control in laboratorul
dat.

METODA DE LUCRU

Metoda: cinetic (cresterea)

Lungimea de unda: 340(x£10) nm

Temperatura: 37°C

Instalarea zero: dupd reagent

Metoda A

1. Reagentul de lcuru si fotometrul se vor incdlzi pind la

temperatura reactiei (37°C).
2. Se va pipeta in cuva:

Blank Proba
Reagent de lucru 1,0 ml 1,0 ml
Proba - 40 pl
Apa distilata 40 pl -

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

4. Se va masura 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).

Metoda B

1. Reagent A, Reagent B si fotometrul se vor incdlzi pind la
temperatura reactiei (37°C).

2. Se va pipeta in cuva:

Blank Proba
Reagent A 1,0 ml 1,0 ml
Proba - 40 pl
Apaé distilata 40 pl -
3. Se va amesteca bine si pipeta in cuva:
Reagent B 200 ul 200 pl

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

5. Se va masura 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.

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

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

CALCUL

Activitatea catalitica CK se va calcula utilizind formulele:

37°C 340 nm AA/min x 4127 = U/

CARACTERISTICI METROLOGICE
Limita sensibilitatii: 0,003 AA/min=12 U/I.
Limita linearitatii: 0,436 AA/min=1800 U/I.
Reproductibilitatea in limitele perioadei:

Concentratia medie Cv* n*
77 U/l 25% 20
624 U/ 1,0 % 20
- Reproductibilitatea de la perioadd la perioada:
Concentratia medie Cv* n*
83 U/I 2,8% 20
616 U/I 0,8 % 20

* CV—coeficientul de variatie; n—-numarul de determindri.
Interferente: Glucoza pind la 7 g/dl, hemoglobina pind la 5 g/l si
trigliceride pind la 7 mmol/l nu influenteaza rezultatul determingriit-2.
Se va tine cont de posibila interferentd medicamentoasa, cit si de
interferenta altor substante®.

Rezultatele pot varia in dependentd de echipamentul utilizat sau
procedura de determinare.

CARACTERISTICI DIAGNOSTICE

Sursa principald de CK in ser este musculatura scheleticd, muschiul
cardiac, creerul si glanda tiroidd. Nivelul CK in ser se mareste in caz
de: Boli ale musculaturii scheletice, Boli ale inimii, sistemul nervos
central, glanda teroida (hipotiroidie)?*.

Dupd infarc miocardic nivelul CK se mdreste pe parcursul a 3-6 ore
si atinge virful peste 24-36 ore. Activitatea CK se stabileste la nivelul
normal in decurs de 3-4 zile.2*
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CK-DAC
CREATINEKINASE (CK-NAC)
KINETIC UV METHOD
For «in vitro» use only
Store at 2-8°C

Code 2035C60 60 ml

Code 2035C150 150 ml

PRINCIPLE

Creatine kinase (CK) catalyses the phosphorylation of ADP in presence
of creatine phosphate forming ATP and creatine. Catalytic

concentration of CK is determined by the content of NADPH produced
as a result of coupled reactions:

] oK )
Creatine phosphate + ADP —— —> Creatine + ATP
ATP + Glucose — ADP + glucose-6-phosphate (G6P)

G6P + NADP* —2'> & phosphogluconate + NADPH+H"

The intensity of produced colour, measured photometrically 340(+10)
nm, is proportional to the CK activity2.

CONTENTS AND COMPOSITION

Code 2035C60 2035C150
Reagent A pH=6.7 50 ml 125 ml
Imidazole buffer 60 mmol/I
D-Glucose 27 mmol/|
N-Acetylcysteine 27 mmol/I
Magnesium acetate 14 mmol/|
NADP 2,7 mmol/I
EDTA 2,0 mmol/I
Hexokinase > 5000 U/I
Reagent B 10 ml 25 ml
Imidazole buffer 160 mmol/I
ADP 11 mmol/I
AMP 28 mmol/|
Diadenosine-5-phosphate 55 pmol/I
EDTA 2 mmol/I
G-6PDH > 14000 U/I
Creatine phosphate 160 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, plasma. Heparin and EDTA are recommended as

anticoagulants. Less than 10% enzyme activity of CK decreases during
1 day at 2-8°C, during 1 hour at 15-25°C.

REFERENCE VALUES
Women?
20 - 180 U/I

Ment
37°C 20 - 200 U/I
These ranges are given for orientation only.

ADDITIONAL EQUIPMENT
Analyzer, spectrophotometer or thermostatic photometer (37°C) able
to read at 340 (£10) nm. Pipette for 40 pl, 250 pl, 1,0 ml.

PRECAUTION
The kit is only for in vitro use. However, all the compounds based on

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

WORKING REAGENT PREPARATION
Mix 5 parts of Reagent A + 1 part of Reagent B. Working reagent is
stable 3 weeks at 2-8°C, 48 hours at 15-25°C.

QUALITY CONTROL
It is recommended to use the Sera N and Sera P to verify the
performance of the measurement procedure.

Each laboratory should establish its own internal Quality Control
scheme and procedures for corrective action if controls do not recover
within the acceptable tolerances.

PROCEDURE

Assay conditions

Method: kinetic (increasing)
Wavelength: 340 (+£10) nm
Temperature: 37°C

Read against: reagent

Procedure A:

1. Bring the Working Reagent and the instrument to reaction
temperature (37°C)

2. Pipette into a cuvette:

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

3. Mix thoroughly and place cuvette into photometer, start the timer.
4. After 2 minutes measure initial absorbance at 340 nm and
absorbances with 1 minute intervals during 3 minutes.

5. Calculate the difference between consecutive absorbances and
mean absorbance difference for 1 minute (AA/min).

Procedure B:

1. Bring the Reagent A, Reagent B and the photometer to reaction
temperature (37°C).

2. Pipette into cuvette with 1 cm light path:

Blank Sample
Reagent A 1,0 ml 1,0 ml
Sample - 40 pl
Distilled water 40 pl -
3. Mix thoroughly and pipette into cuvette:
Reagent B 200 ul 200 pl

4. 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.

6. Calculate the difference between consecutive absorbances and
mean absorbance difference for 1 minute (AA/min).

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

CALCULATIONS
Enzyme activity of CK is calculated using the following formula:
37°C 340 nm AA/min x 4127 = U/|

METROLOGICAL CHARACTERISTICS
Detection limit: 0,003 AA/min=12 U/I.
Linearity limit: 0,436 AA/min=1800 U/I.
Repeatability (within run):

Average concentration, U/I CV% n

77 U/l 2,5 % 20

624 U/1 1,0 % 20
Reproducibility (run to run):

Average concentration, U/I CV% n

83 U/I 2,8 % 20

616 U/I 0,8 % 20

* CV - coefficient of variation n — number of determinations
Interferences: glucose up to 7 g/dl, hemoglobin up to 5 g/I and
triglycerides up to 7 mmol/I do not interfere with results®2. Other
substances and drugs may interfere.

These metrological characteristics were received using analyzer.
Results may vary depending on equipment or procedure used.

DIAGNOSTIC CHARACTERISTICS

Creatine kinase (CK) is an enzyme which is found primarily in skeletal
muscle, cardiac muscle, brain tissue and thyroid gland. That's why
level of CK in serum is significantly elevated at skeletal muscles,
cardiac central nervous system and thyroid disorders.

In myocardial infarction, CK levels rise during first 3-6 hours and
reach the peak values 24 to 36 hours after onset.

CK activity returns to the normal level during 3-4 days
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