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Cholin - DAC
XOJINH3CTEPA3A
KUHETMYECKMN-®OTOMETPUYECKUIA METO.
TonbKo ANA AMArHOCTUKKN «in Vitro»
XpaHutb npu 2-8°C

Koag 2030C60
Koa 2030C150

20x3 Mn
50x3 Mn

NMPUHUMN METOAA

XonuHacTepasa (ChE) kaTanusupyet ruaponus 6yTUpUATMO-XONMHA.
Obpasylowmiics  TMOXONMH  B3auMoZeicTByeT € AuTUO-6uc-
HUTpobeH30aToM (5,5-DTNB) ¢ 06pa3oBaHMEM HUTPO-2-MepKanTo-5-
6eH30aTal. VIHTEHCMBHOCTL OKpacku pacTBopa, M3MEepeHHas npu
ANWHe BOAHbI 405(+10) nm, NponopuUnMOHanbHa akTUBHOCTU ChE.
ByTvpunTUOX0aMH + H,0 ﬂ—) TUOXONWH + 6yTupat

TUOXONMH + 5,5-DTNB ————»  HUTPO-2-MepkanTo-5-6eH30aT

COCTAB HABOPA

Reagent A pH 7,7
docdaTHbIN bydep 50 mmol/I
Reagent B Tabnetku

Mocne pa3seaeHuns

5,5-DTNB 0,25 mmol/I
6YTUPUNTUOXONMH 7 mmol/|

XPAHEHWE N CTABUJIbHOCTb PEATEHTOB
PeareHTbl CTabubHbl Npu 2-8°C 0 CPOKa, yKasaHHOTO Ha 3TUKETKe.

OBPA3Lbl ANA UCCNEAOBAHUSA

CbIBOpPOTKa, Nnasma.

B KayecTBe aHTMKOarynsHTa peKoMeHAyeTCs UCNONb30BaTh renapux.
XonnHacTepasa npu 2-8°C cTabunbHa 7 AHeil.

PEOEPEHTHbIE BEJINMWUHbI

Temneparypa 25°C 30°C 37°C
peakunun

AkTuBHOCTb ChE 3000- 3714-

s 9300 11513 4659-14443

[aHHble BENUYMHBI OPUEHTUPOBOYHbLI, PEKOMEHAYETCS OnpejeneHue
coBCTBEHHbIX pedepeHTHbIX BENWUYMH B Kaxaol nabopatopuu.

AONOJIHUTENbHOE OBOPYOBAHUE

AHanusatop, CnekTpoOTOMETP WAW TepMOCTaTUpylwWwuii hoToMeTp
25, 30 unn 37°C, ¢ dunbTpoM 405(x10) nm.

[losaTtopbl Ha 10 pl n 1,5 ml.

MEPbI NPEAOCTOPOXHOCTH

Habop npeaHa3HayeH TONbKO A8 AMArHOCTUKM in vitro.
O6pasubl aHanW3o0B MNaLWEHTOB [JOJXHbI  paccMaTpuBaTbCs
NOTeHLWanbHO onacHble U 06pabaTbiBaThCs Kak UHGbEKLIMOHHbIE.

Kak

KOHTPOJIb KAYECTBA

[na  KOHTpons  Xxofa  peakuun ¢
peKoMeHAyeTcs  MCMoNb30BaTh
KOHTPONbHbIE CbIBOPOTKM.
Kaxaas nabopatopusi 4O/KHA YCTaHOBUTb COBCTBEHHYIO BHYTPEHHIO0
CUCTEMY KOHTPONS KauecTBa.

npouesypsl  U3MepeHus
HOpManbHble W MmaTonoruyeckue

NPUTOTOBJIEHUE PABOYEIO PEATEHTA

Pa6ounit PeareHnt:

PactBopute 1 Tabnetky Reagent B B 3 ml Reagent A.
Pa6ouuit PeareHT cTabunieH B TeyeHne 2 yacos npu 2-8°C.

NMPOLUEAYPA ONPERENEHUA

Metoa: KWUHETUYecKuit
[invHa BONHbI: 405(+10) nm
Temnepatypa: 25/30°C/37°C
BnaHk: o BO34YXy MAW AUCTUANWMPOBAHHON BoAe

1. [loBegute Temnepatrypy Pabouero PeareHta u dotomerpa Ao
TemnepaTypbl peakuuu.
2. BHecuTe NUNeTkoil B KIOBETY:

25/30°C 37°C
Pa6ouunit Pearent 1.5 ml 1.5 ml
O6pasey 10w
O6paseu, pa3baBneHHbli 10 ul
¢uU3pacTBOpPOM B COOTHOWEHMM 1:2
3. TwatenbHo NepeMelLaiite.
4. V3mepbTe HauanbHylo a6copbumio, BKAKUMTE  CeKYHAOMeEp,

u3mepbTe abcopbunio uyepes 30, 60 M 90 CeKYHA OTHOCUTENbHO
BO3JyXa MW AUCTUNINPOBAHHON BOAbI.

5. BbluucnuTe pasHuLy Mexay nocnefoBaTesibHbIMA abcopbuuamu n
cpefHiol0 pasHuLy abcopbuum 3a 30 cekyHs (AA/30 cek).

BbIYNCIIEHUSA
Ons BbluMcneHns aktuBHoct ChE (U/I) B o6pasue BbiBefeHbl
cnepytoume bopmynbl:

TemnepaTypa peakuuu

25-30°C (AA/30 cek) x 22710 = U/I

37°C (AA/30 cek) x 45420 = U/I
Ons  BbluMCNeHWUs akTuBHocTM ChE npu Apyroi  HeobXxoAuMoWn
TeMmnepaType, MOAYYEHHblE 3HAYEHWs CneayeT  YMHOXUTb  Ha

KO3 dULMEHT TemMnepaTypHOro dakTopa, ykasaHHbli B Tabnuue:

Temnepatypa Heobxoanmas Temneparypa
peakummn 25°C 30°C 37°C
25°C 1.00 1.24 1.55
30°C 0.81 1.00 1.26
37°C 0.64 0.80 1.00

METPOJIOTMYECKNE XAPAKTEPUCTUKN

Mpepen uyscTBUTENbBHOCTH: 7 U/I.

Mpepen nuHeitHocTu: 9084 U/I. Mpu 6onee BbICOKOI KOHLEHTpaLuu
paseeanTe obpasel, HKU3pacTBOPOM B COOTHOWEHWUWM 1:5, NoBTOPUTE
M3MepeHne, a pesynbTaT YMHOXbTE Ha 5.

BocnpousBoAMMOCTb B Npeenax Nepuoaa:

CpesHsis KOHUEHTpaums cv n
5992 U/I 1,17% 20
3087 U/I 1.82% 20

Bocnpon3BoaUMOCTb OT Nepuoaa K Nnepuoay:

CpesHsis KOHUeHTpaums cv n
6277 U/I 0.8% 25
3254 U/l 2.03% 25

* CV — KO3 dULUNEHT BapuaLumn; n — KONMYECTBO OnpeaeneHuil.
YyscTButenbHoctb: 1 U/l = 0,0002 AA/30 s.

Bnusxue:

[eMonn3 M MNOBbIWEHHOE coAepxaHue 6unupybuHa B obpasue, a
TaKXe HEKOTOpble JleKapCTBEHHblE npemnapaTtbl MOryT MOB/MUSATb Ha
pesynbrart2:34,

[aHHble MeTponorMyeckue XapakTepucTUku BbiiM  MOMyuYeHbl Ha
aHanusatope. PesynbTaTbl MOryT BapbWpoBaTb B 3aBUCUMOCTM OT
1cnonb3yemMoro 060py/J0BaHUS MW NPOLEAYPbI ONpeaeneHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

X0/MH3CTEpasa CUHTE3NPYETCS B NEYEHU U ONpeAenseTcs ANs OLEHKN
YHKUWM neyeHn. MOHUKEHNEe akTUBHOCTU ChE roBOpUT O HapylueHue
ee CuHTesa.

OnpepeneHne  akTUBHOCTU  XOMMH3CTEPasbl  0CcO060  BaXHO npu
[MarHocTMke aTUnUuHbIX opM  (HEpMEHTOB U Npu  OTpaBneHUU
ochopopraHnuecknmMn nHcekTULMaaMu?S.

AKTUBHOCTb CbIBOPOTOYHOM XONMH3CTEPa3bl MOHMXEHA MpU OCTPbIX
MHbEKUMAX, NEeroYHoi 3M60ANU, MbIlEYHOW AMCTPOdUM U UHDapKTe
Muokapaa®s.

KAMHWYeCKNit  AMarHo3 [OMXKeH YCTaHaBAMBaTbCi B
MHTErpaumnm nabopaTopHbIX U KIMHUYECKUX AaHHBIX.

pesynbrarte
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Cholin - DAC

HOLINESTERAZA
CINETIC-FOTOMETRIC METODA
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

Cod 2030C60
Cod 2030C150

20x3 ml
50x3 ml

PRINCIPIUL METODEI
Holinesteraza (ChE) catalizeazd hidroliza butiriltio-holinei. Tioxolina,
formatd in rezultatul hidrolizei, reactioneatd cu ditio-bis-nitrobenzoat
(5,5-DTNB) formind nitro-2-mepcapto-5-benzoat?.
Intensitatea culorii, mdsuratd la 405(x10) nm, este proportionald
activitdtii ChE.

ChE

tioxolind + 5,5-DTNB ———> nitro-2-mepcapto-5-benzoat

Butiriltioxolind + H,0 tioxolind + butirat

COMPONENTA SETULUI

Reagent A pH 7,7
Tampon, fosfati 50 mmol/I
Reagent B Comprimate

La diluare

5,5-DTNB 0,25 mmol/I
Butiriltioxolind 7 mmol/|

PASTRAREA S1 STABILITATEA REAGENTILOR
Reagentii suntstabili la 2-8°C pind la data indicatd pe etichetd.

PROBE

Ser, plasma.

Se recomanda de utilizat in calitate de anticoagulant heparina.
Holinesteraza este stabild la 2-8°C 7 zile.

VALORI DE REFERIN]’;\

Temperatura 25°C 30°C 37°C
reactiei

Activitatea ChE 3000- 3714- 4650-
(urm 9300 11513 14443

Aceste valori suntorientative. Se recomanda stabilirea diapazonului de
referintd in laboratorul dat.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu termostat 25, 30 sau
37°C, cu filtrul 405(%10) nm.

Dozatoare 10 pl i 1,5 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.

La utilizarea setului se vor respecta regulile de securitate prevazute
pentru lucrul cu substante toxice.

CONTROLUL CALITATII

Pentru controlul mersului reactiei i a procedurii de mdsurare se
recomanda de folosit Seruri pentru control nivelul I si Il. Se
recomanda stabilirea sistemului intern de control in laboratorul dat.

PREPARAREA REAGENTILOR DE LUCRU
Reagentul de lucru: Se va dizolva 1 comprimatd de Reagent B in
3 ml Reagent A. Reagentul de lucru este stabil la 2-8°C 2 ore.

MOD DE LUCRU

Metoda: cinetic
Lungimea de unda: 405(+10) nm
Temperatura: 25/30°C/37°C

Instalarea zero: dupa aer sau apa distilatd

1. Reagentul de lucru si fotometrul se vor incdlzi pind la
temperatura reactiei.

2. Se va pipeta in cuva:

25/30°C 37°C
Reagent de lucru 1.5 ml 1.5 ml
Proba 10w
Proba, duluata cu solutie fiziologica 10 ul

in raportul 1:2

3. Se va amesteca bine.

4. Se va masura absorbtia initiald. Se va declanga cronometrul apoi
se va mdsura absorbtia peste 30, 60 si 90 secunde contra apei
distilate sau aerului.

5. Se va calcula diferenta dintre absorbtiile consecutive si diferenta
medie a absorbtiei pe 30 secunde (AA/30sec).

CALCUL
Activitatea ChE (U/I) in probd se va calcula utilizind formulele:
Temperatura reactiei
25-30°C (AA/30 sec) x 22710 = U/I
37°C (AA/30 sec) x 45420 = U/I
Tn cazul altor temperaturi activitea ChE se va calcula nmultind
valorile obtinute la coeficientul factorului de temperaturd, indicat in
tabel:

Temperatura Temperatura necesara
reactiei 25°C 30°C 37°C
25°C 1.00 1.24 1.55
30°C 0.81 1.00 1.26
37°C 0.64 0.80 1.00

CARACTERISTICI METROLOGICE

Limita sensibilitatii: 7 U/I.

Limita linearitatii: 9084 U/I. Pentru valori mai ridicate proba se va
dilua cu solutie fiziologica in raportul 1:5 si se va repeta mdsurarea.
Rezultatul se va inmulti la 5.

Reproductibilitatea in limitele perioadei:

Concentratia medie CVv*
5992 U/I 1,17 %
3087 U/I 1,82 %
- Reproductibilitatea de la perioadd la perioada:
Concentratia medie CVv*
6277 U/I 0,80 %
3254 U/l 2,03 %

* CV — coeficientul de variatie; n — numdrul de determinari.

- Sensibilitatea: 1 U/l = 0,0002 AA/30 s.

- Interferente:

Hemoliza si continutul nalt de bilirubind in probd influenteaza
rezultatul. Se va tine cont de posibila interferentd medicamentoasa,
cit si de interferenta altor substante 134,

Carcteristicile metrologice date au fost obtinute utilizind analizorul.
Rezultatele pot varia in dependentd de echipamentul utilizat sau
procedura de determinare.

CARACTERISTICI DIAGNOSTICE

Holinesteraza se sintetizeaza in ficat §i se determind in scopul
aprecierii functiei ficatului. Nivelul scdzut al activitatiiv ChE indicd la
dereglari in sinteza.

Determinarea activitdtii holinesterazei este imporatand in diagnos-
ticarea formelor atipice a fermentilor cit si in caz de otrdviri cu
insecticide fosfororganice®2.

Nivelul scazut al holinesterazei in ser se atestd in caz de infectii acute,
embolie pulmonar3, distrofie musculard si infarct miocardic?°.
Diagnosticul clinic se va stabili in baza integrdrii datelor clinice si de
laborator.
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Cholinesterase
Kinetic method with Butyrylthiocholine
For «in vitro» use only
Store at 2 - 8°C

20x3 ml
50x3 ml

Cod 2030C60
Cod 2030C150

PRINCIPLE

Cholinesterase hydrolyzed butyrylthiocholine to butyrate and
thiocholine. Thiocholine reacts with 5, 5 — dithiobis-2-nitrobenzoic
acid (DTNB) to form mercapto-2-nitrobenzoic acid (5-MNBA)
according the following reactions:

Butyrylthiocholine + H,0 —CNE s Butyrate + Thiocholine

Thiocholine + 5,5-DTNB ___y 5-MNBA

CONTENTS AND COMPOSITION

Reagent A pH 7.7
Phosphate buffer 50 mmol/I
Reagent B tablets

After dilution

5,5-DTNB 0.25 mmol/I
Butyrylthiocholine 7 mmol/I

STORAGE AND STABILITY OF REAGENTS

Reagents are stable at 2-8°C until the expiry date shown on the label
when stored tightly closed and if contaminations are prevented during
their use.

Indications of deterioration:

Reagents: Presence of particulate material, turbidity, absorbance of
the blank over 1,200 at 405 nm (1 cm cuvette).

SAMPLES
Serum or heparinized plasma collected by standard procedures.
Cholinesterase in serum is stable for 7 days at 2-8°C.

REFERENCE VALUES

Assay temperature 25°C 30°C 37°C
— 3000- 3714- 4659-
ChE activity (U/) 9300 11513 14443

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

ADDITIONAL EQUIPMENT

Analyzer, spectrophotometer or photometer with cell holder
thermostatable at 25, 30 or 37°C and able to read at 405(+10) nm
Cuvettes with 1 cm light path. Doser at 20 pl and 3,0 ml.

General laboratory equipment

PRECAUTION

For in vitro diagnostics only. Handle all
potentially dangerous and treat as infectious.
Precautions established for work with caustic and toxic substances
should be observed while using the reagents.

patients’ samples as

QUALITY CONTROL

It is recommended to use the Sera N (cod. 2055S5) and Sera P (cod.
2057S5) 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.

REAGENT PREPARATION

Working Reagent:

Dissolve one tablet of Reagent B in 3 ml of Reagent A.
Cap vial and mix gently to dissolve contents.

Stability of Working Reagent — 2 hours at 2-8°C.

PROCEDURE

Method: kinetic

Wavelength: 405(+10) nm
Temperature: 25/30/37°C

Blank: air or distillate water

1. Bring the Working Reagent and the instrument to reaction
temperature.
2. Pipette into a cuvette:

25/30°C 37°C
Working Reagent, ml 1.5 1.5
Sample, pl 10
Sample, diluted 1:2 with NacCl 9 g/I, 10

ul
3. Mix and insert the cuvette into the photometer.
4. Record initial absorbance and measure absorbance at 30, 60 and
90 seconds relative to air or distillate water
5. Calculate the difference between consecutive absorbencies, and
the average absorbance difference at 30 second (AA/30second).

CALCULATIONS
The ChE concentration in the sample (U/I) is calculated using the
following general formula:

25-30°C (AA/30 sec) X 22710 = u/

37°C (AA/30 sec) X 45420 = U/l
To correct results to other temperatures multiply by temperature
conversion factors shown in the following table:

Assay Conversation factor to
temperature 25°C 30°C 37°C
25°C 1.00 1.24 1.55
30°C 0.81 1.00 1.26
37°C 0.64 0.80 1.00
METROLOGICAL CHARACTERISTICS
Detection limit: 7 U/
Linearity limit: 9084 U/I

For higher values dilute sample 1/5 with distilled water and repeat
measurement. Multiply result by 5.
Repeatability (within run):

Mean Concentration cv n
5992 U/I 1,17% 20
3087 U/I 1.82% 20

Reproducibility (run to run):

Mean Concentration cv n
6277 U/I 0.8% 25
3254 U/l 2.03% 25

Sensitivity: 1 U/I = 0.0002 AA/30 sec

Interferences:

Haemolysis and hyperbilirubinemia may affect the results. Some
drugs and substances may interfere®.

These metrological characteristics have been obtained using an
analyzer.

Results may vary if a different instrument or manual procedures are
used.

DIAGNOSTIC CHARACTERISTICS

Cholinesterase is synthesized by the liver and useful for estimation of
its function. Low level of cholinesterase indicates failure of protein
synthetical function of liver.

Cholinesterase determination is of great importance for identification
of patients with atypical form of enzymes and exposure to pesticides
organophosphorus.

Cholinesterase activity reduced during acute infections, pulmonary
embolism, myodystrophy and myocardial infarct.

Clinical diagnosis should not be made on the findings of a single test
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result, but should integrate both clinical and laboratory data.
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