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ZASTOSOWANIE

Zestaw  diagnostyczny  do  oznaczania  aktywnos$ci
cholinesterazy, przeznaczony do wykonywania oznaczen
na automatycznych analizatorach biochemicznych
Prestige 24i, Biolis 24i, Prestige 24i Premium, Biolis 24i
Premium oraz Biolis 30i.

Odczynniki powinny by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel, tylko
zgodnie z ich przeznaczeniem, w odpowiednich warunkach
laboratoryjnych.

WPROWADZENIE

Wyrézniamy dwa typy cholinesterazy (CHE i ACHE)
roznigce si¢ specyfikacja substratowa, pochodzeniem
tkankowym oraz rola biologiczng. Typ cholinesterazy
(ACHE), ktora jest znana tez jako acetylohydrolaza
acetylocholinowa, ~wykryto ~w  erytrocytach, ptucach,
$ledzionie oraz w istocie szarej mozgu. Pseudocholinoestraza
(CHE), nazywana acylohydrolaza acylocholinowa, zostata
wykryta w watrobie, nerkach, sercu oraz istocie biatej mozgu.
Oznaczanie poziomu cholinesterazy w surowicy krwi
jest pomocne przy diagnozowaniu: schorzefi watroby,
zapalenia watroby, marskosci watroby, nowotworéw
powigzanych z metastaza, czutosci gospodarki
bursztynylocholing oraz zatru¢ pestycydami. Spadek poziomu
enzymu jest widoczny we wszystkich wymienionych
chorobach.

ZASADA METODY

Optymalizowana metoda kinetyczna oparta na zaleceniach
Niemieckiego Towarzystwa Chemii Klinicznej (DGKC).

W metodzie tej oznaczenie opiera si¢ na butyrylotiocholinie,
ktora jest specyficznym substratem dla cholinesterazy (CHE).
Cholinesteraza  katalizuje  hydroliz¢  butyrylotiocholiny
do maslanu i tiocholiny w obecnosci heksacyjanozelazianu
(II) potasu. Tiocholina redukuje heksacyjanozelazian (III)
potasu (zolte zabarwienie) do heksacyjanozelazianu (II)
potasu (bezbarwny). Spadek absorbancji jest bezposrednio
proporcjonalny do aktywnosci cholinesterazy w probce.

ODCZYNNIKI
Sklad zestawu

Nr kat. 4-256 Nr kat. 4-456

(statyw-24) (statyw-36)
1-Reagent 2 x40 ml 2x23ml
2-Reagent 2x12,5ml 2x7,5ml
Ilo$¢ testow:

Prestige 24i 350 200
Biolis 24i Premium 350 200
Biolis 30i 360 200

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwatos¢ do daty waznosci podanej na opakowaniu.
Stabilnos¢ odczynnikéw przechowywanych na poktadzie
aparatu w temp. 2-10°C: Prestige 24i — 12 tygodni,
Biolis 24i Premium — 12 tygodni.
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Stezenia skladnikéw w zestawie

1-Reagent
bufor pirofosforowy, pH 7,7 65 mmol/l
heksacyjanozelazian (III) 2 mmol/l
2-Reagent
bufor Good’a pH 4,0 20 mmol/l
jodek butyrylotiocholiny 65 mmol/l

Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim $wiatlem stonecznym,
parowaniem i zanieczyszczeniem!

= Nie zamraza¢ odczynnikow.

=  Natychmiast po uzyciu odczynnikow zakorkowaé butelki
i przechowywa¢ w temperaturze 2-8°C.

=  Nie uzywac po uplywie daty waznosci.

=  Nie zamienia¢ nakretek.

= Przed uzyciem odczynnik nalezy delikatnie wymieszaé¢
przez odwracanie butelki.

=  Pojawienie si¢ zmgtnienia lub wyniki oznaczen surowic
kontrolnych poza wyznaczonym zakresem moga
wskazywacé na niestabilno$¢ odczynnika.

MATERIAL BIOLOGICZNY

Swieza surowica lub osocze krwi pobrane na heparyne
lub EDTA bez $ladéw hemolizy.

Czerwone krwinki nalezy jak najszybciej oddzieli¢
od surowicy / osocza. Nie uzywac cytrynianow, boranow,
szczawianOw oraz fluorkéw jako antykoagulantu, poniewaz
powoduja inhibicj¢ aktywnosci cholinesterazy.

Przy pobieraniu i dalszym postgpowaniu z probka zaleca si¢
stosowanie procedur CLSL

Probki mozna przechowywa¢ 15 dni w temp. 2-8°C
lub 12 miesigcy w temp. -20°C.

Jednak polecamy wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

2-Reagent nalezy ustawi¢ w pozycji startowej w statywie

odczynnikowym.

Do wykonania proby zerowej nalezy uzywa¢ wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczef na analizatorze, moze wystapi¢, wplywajacy
na wyniki oznaczen, efekt przeniesienia pomigdzy
odczynnikami: CHOLINESTERASE - BIL TOTAL.
W celu uniknigcia tego efektu nalezy zastosowac
si¢ do zalecen zawartych w instrukeji:
51 03 24 008 BIOLIS 24i PREMIUM__CARRYOVER.

WARTOSCI PRAWIDLOWE *3

U miodych dorostych kobiet (< 35 lat) aktywno$¢ enzymu
wynosi w przyblizeniu 64% do 74% aktywnosci enzymu
u dorostych mezczyzn. Aktywno$¢ cholinesterazy spada
podczas cigzy. Zalecane jest opracowanie przez kazde
laboratorium wtlasnych zakresow wartosci prawidtowych
charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii
oznaczefi, nalezy dotacza¢ surowice kontrolne CORMAY
SERUM HN (Nr kat. 5-172) i CORMAY SERUM HP
(Nr kat. 5-173).

Do kalibracji analizatorbw automatycznych Biolis 24i
Premium i Prestige 24i nalezy stosowa¢é CORMAY
MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176)
lub CORMAY MULTICALIBRATOR LEVEL 2
(Nr kat. 5-175; 5-177) w zalezno$ci od numeru serii
kalibratora.

Do kalibracji analizatora automatycznego Biolis 30i nalezy
stosowa¢ CORMAY MULTICALIBRATOR LEVEL 2
(Nr kat. 5-175; 5-177).

Krzywa kalibracyjna powinna by¢ sporzadzana co 8 tygodni
(Prestige 24i, Biolis 24i Premium), 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 analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia
oznaczenia na innym analizatorze lub manualnie otrzymane
wyniki moga rézni¢ si¢ od podanych.

= LoB (granica $lepej proby): 29 U/l (0,48 pkat/1)

= LoD (granica wykrywalnosci): 53 U/l (0,88 pikat/l)

= LoQ (granica oznaczalnosci): 69 U/l (1,15 pkat/l)

= Liniowo$¢: do 16200 U/1 (270 pkat/T)

Dla wyzszych aktywno$ci probke nalezy rozciefczyé
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspdtczynnik rozciefczenia.

=  Specyficzno$¢ / Interferencje

Hemoglobina do 5 g/dl, kwas askorbinowy do 62 mg/l,
bilirubina do 20 mg/dl i triglicerydy do 1000 mg/dl
nie wptywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalnos¢ (run to run) | Srednia SD CvV

n=20 [un [un [%]

poziom 1 4274 35,84 0,84
poziom 2 7793 81,31 1,04
Odtwarzalno$é (day to day) | Srednia SD CvV
n= 80 [un [un [%]

poziom 1 4161,7 70,29 1,7
poziom 2 7734,2 | 125,47 1,6

surowica / osocze 37°C
kobiety 4000 — 12600 U/1 | 67 — 210 pkat/l
mezezyzni 5100 — 11700 U/1 | 85 — 195 pkat/l

U dzieci powyzej 6 miesigca zycia aktywno$¢ cholinesterazy
jest 40% do 50% wyzsza niz u dorostych.
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= Poréwnanie metody

Poréownanie wynikow oznaczen cholinesterazy wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x),
z uzyciem 67 probek surowicy, dato nastgpujace wyniki:
y=0,9073 x + 903,01 U/l ;

R=0,986 (R — wspotezynnik korelacji)

PRESTIGE 24i CHOLINESTERASE (IIl GENERACJA / IIl GENERATION / III TIOKOJIEHUE)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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Cat. No 4-256, 4-456 (EN)

INTENDED USE

Diagnostic kit for determination of cholinesterase activity
intended to use in automatic analysers Prestige 24i,
Biolis 24i, Prestige 24i Premium, Biolis 24i Premium and
Biolis 30i.

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

There are two cholinesterases (CHE and ACHE) differing
in substrate specificity, tissue of origin and biological role.
The term  cholinesterase ~ (ACHE), also  known
as acetylcholine acetylhydrolase, is found in erythrocytes,
inthe lungs, spleen and in grey matter of the brain.
The pseudocholinesterase (CHE), also referred
to as acylcholine acylhydrolase, is found in serum, the liver,
pancreas, heart and in the white matter of brain. The assay
of serum cholinesterase (CHE) is useful to diagnose: liver
disorders, hepatitis, cirrhosis, carcinoma with metastasis,
sensitivity to succinylcholine administration and pesticide
poisoning. Levels decrease in all of the diseases above.

METHOD PRINCIPLE

Optimized kinetic method according to Deutsche Gesselschaft
fiir Klinische Chemie (DGKC).

The method uses butyrylthiocholine as the specific substrate
for cholinesterase  (CHE).  Cholinesterase  catalyses
the hydrolysis of butyrylthiocholine substrate forming
butyrate and thiocholine, in presence of potassium
hexacyanoferrate  (IIT). Thiocholine reduces potassium
hexacyanoferrate (III) (yellow colour) to potassium
hexacyanoferrate (IT) (colourless). The decrease in absorbance
is directly proportional to the CHE activity in the sample.

REAGENTS
Package
Cat. No 4-256  Cat. No 4-456
(24-TRAY) (36-TRAY)
1-Reagent 2 x40 ml 2x23ml
2-Reagent 2x12.5ml 2x7.5ml

The reagents when stored at 2-8°C are stable up to expiry
date printed on the package. Stability on board of the
analyser at 2-10°C: Prestige 24i - 12 weeks,
Biolis 24i Premium — 12 weeks..

Concentrations in the test

1-Reagent
pyrophosphate buffer, pH 7.7 65 mmol/l
hexacyanoferrate (I1I) 2 mmol/l
2-Reagent
Good’s Buffer pH 4.0 20 mmol/l
butyrylthiocholine iodide 65 mmol/l

PRESTIGE 24i CHOLINESTERASE (IIl GENERACJA / IIl GENERATION / Il [TOKOJIEHUE)

Warnings and notes

=  Protect from direct sunlight, evaporation
and avoid contamination!

= Do not freeze reagents

= Immediately after use, recap the bottles and store
at 2-8°C.

= Do not use after expiry date.

= Do not interchange caps.

= Reagents should be mixed before use by gentle inverting
the bottle several times.

= The appearance of turbidity or control sera values outside
the manufacturer’s acceptable range may indicate of
reagent instability.

SPECIMEN

Fresh serum free from haemolysis, plasma (EDTA, heparin)
not hemolyzed. Serum / plasma should be separated from red
blood cells as soon as possible after blood collection. Do not
use citrate, borate, oxalate and fluoride as an anticoagulant
because it inhibits cholinesterase activity.

It is recommended to follow CLSI procedures regarding
specimen collecting and handling.

Sample may be stored for up to 15 days at 2-8°C
or 12 months 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.

1-Reagent put on basic position in reagent tray.

2-Reagent put on start position in reagent tray.

For reagent blank deionized water is recommended.

Actions required:

= Biolis 24i Premium: When performing assays
in the analyser, there is a probability of cross-
contamination affecting the tests results:
CHOLINESTERASE — BIL TOTAL. To avoid this effect
follow the recommendations contained in the instruction
51 03 24 008 BIOLIS 24i PREMIUM_CARRYOVER.

REFERENCE VALUES *3

serum / plasma 37°C
female 4000 — 12600 U/l | 67 — 210 pkat/l
male 5100—-11700 U/1 |85 — 195 pkat/l

In infants up to 6 months of age, cholinesterase activity
is 40% to 50% higher than in adults. In young adult
(< 35 years) women, the enzyme activity is approximately
64% to 74% of that in adult males. The activity decreases
during pregnancy.

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: Prestige 24i,
Biolis 24i Premium the CORMAY MULTICALIBRATOR
LEVEL 1 (Cat. No 5-174; 5-176) or CORMAY
MULTICALIBRATOR LEVEL 2 (Cat. No 5-175; 5-177)
is recommended depending on the calibrator lot number.
For the calibration of Biolis 30i automatic analyser
the CORMAY MULTICALIBRATOR LEVEL 2 (Cat. No 5-
175; 5-177) is recommended.

The calibration curve should be prepared every 8 weeks
(Prestige 24i, Biolis 24i Premium), 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
analyser Biolis 30i. Results may vary if a different instrument
or a manual procedure is used.

=  LoB (Limit of Blank): 29 U/l (0.48 pkat/l)

= LoD (Limit of Detection): 53 U/1 (0.88 pkat/l)

= LoQ (Limit of Quantitation): 69 U/l (1.15 pkat/l)

= Linearity: up to 16200 U/l (270 pkat/l)

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

= Specificity / Interferences

Haemoglobin up to 5 g/dl, ascorbate up to 62 mg/l, bilirubin
up to 20 mg/dl and triglycerides up to 1000 mg/dl
do not interfere with the test.

= Precision

Repeatability (run to run) Mean SD Ccv
n=20 [un [un [%]

level 1 4274 35.84 0.84
level 2 7793 81.31 1.04
Reproducibility (day to day) | Mean SD CcvV
n=_80 [unj [unj [%]

level 1 4161.7 | 70.29 1.7
level 2 77342 | 125.47 1.6

=  Method comparison

A comparison between cholinesterase values determined
at Biolis 30i (y) and at ADVIA SIEMENS 1800 (x) using
67 serum samples gave following results:

y=0.9073 x +903.01 U/,

R=10.986 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i CHOLINESTERASE (IIl GENERACIJA / IIl GENERATION / III TIOKOJIEHME)
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Kar.Ne 4-256, 4-456 (RUS)

MPEANOJIATAEMOE UCIIOJIb30BAHUE
JluarHoctHuecknii HaOOp U ONpEAEIeHHS aKTHBHOCTU
XOJMHACTEpasbl,  INpEJHA3HAYeH  JUI1  HCIOJIb30BAHHS
Ha aBTOMAaTHYECKHX OMOXMMUIECKUX aHANM3aToOpax
Prestige 24i, Biolis 24i, Prestige 24i Premium, Biolis 24i
Premium, a taxke Biolis 30i.

PeareHTs! TODKHBI HCIIONB30BATHCS TOJIBKO TSl AHATHOCTHKH
in vitro, KBaTN(GHUIMPOBAHHEIM J1a0OPATOPHBIM TEPCOHAIIOM,
B EIIIX, ISt KOTOPBIX OHH MpeiHA3HAYCHBI,
B COOTBETCTBYIOIIMX J1A00PATOPHBIX YCIOBHSIX.

BBEJIEHUE

Pasnmuuator nsa tunma xonuuactepassl (CHE u ACHE),
KOTOpBIE ~ Pa3iM4YHBI IO  CHEIMPUYHOCTH  CyOcTpaTa,
TKaHEBOMY HPOUCXOXKJCHUIO M  OHOJOTHMYECKOH  POIIH.
Xomuuacrepasy ACHE, Takxke M3BECTHYIO KaK allETHIXOINH
ANCTUITHAPOIa3y, BBIABJIAKOT B OpUTpOLIUTAX, JICTKHUX,
CeNe3CHKE M CepoM BellecTBe Mo3ra. IIceBaoxomuHIcTepasa
(CHE), Ttarke wu3BecTHas Kak AalWIXOIMH alMITHIpOJa3a
MPUCYTCTBYET B CBIBOPOTKE, II€UEHH, IOJKEIYI0YHON
JKelese, cepiue U OenoM BemecTBe Mosra. Ompenernenue
YPOBHS CBIBOPOTOYHOM XOJIMHACTEPA3bl (CHE)
LIeIecO00pasHO [l JUArHOCTUKU PACCTPONCTB  IICUCHU:
TENaTHTOB, IMPPO3a, HOBOOOPA3OBaHMH C MeTacTa3aMH,
YyBCTBUTEIBHOCTU K BBEICHHIO CYKIMHUIXOJNHMHA, a TaKkKe
OTpaBJICHHI eCTUIHAaMH. Y POBHH QepMeHTa CHIDKAIOTCS BO
BCEX MEPEHYHUCIICHHBIX CITydasaX.

NPUHLUII METOJA

OnTUMU3UPOBAHHBII KUHETHUECKHI METOJ1, pa3paboTaHHbIH B
COOTBETCTBUM C pekoMeHmanmsiMu Hemerxoro O6miecTBa
Kiuaungeckoit Xumuu (DGKC).

Meron ncnonb3yeT OyTHPUITHOXONHH Kak cHenudHdecKuii
cyberpar jquit  xonmuuacrepassl  (CHE).  XommHactapasa
KaTalu3upyeT I'UIpoiu3 OyTUPHUITHOXOIHHOBOTO cybcTparta ¢
obpazoBaHMM  OyTHpaTa M  THOXOJNHMHA  NPUCYTCTBUH
rexcarmanodeppar xanus (III) (kenroro usera). THoxomuH
BOCCTaHABJIUBACT rekcanuanogeppar Kanus (1)
110 TeKcalanodeppara Kanus (1D (OecrBeTHBII).
‘YMeHbLIeHHE abcopbuun psMo MPONOPHUOHATIBHO
akruBHocT CHE B mpoGe.

PEATEHTbBI
Cocras Ha6opa

Kar. Ne 4-256 Kar. Ne No 4-456

(mrraTuB-24) (wrraTuB-36)
1-Reagent 2 x 40 mx 2x23 M1
2-Reagent 2x 12,5 mn 2x7,5wmn

Ipu temmneparype 2-8°C, peareHTbl COXPAHSIOT CTaOUIBHOCT
B TEUCHHE BCEI'O CPOKA IOJHOCTH, YKa3aHHOTO HA YIaKOBKE.
CrabunbHocTh  Ha  Gopry amammszatopa npu  2-10°C
cocraisier: i Prestige 24 — 12 Henen,
Biolis 24i Premium — 12 Hezenb..

PRESTIGE 24i CHOLINESTERASE (IIl GENERACJA / IIl GENERATION / Il [TOKOJIEHUE)

KOHIIeHTpalllflﬂ KOMIIOHEHTOB B peareHrax

1-Reagent
mupodocdarusiii 6ydep, pH 7,7 65 MMOJIB/TT
rekcaranodeppar (111) 2 MMOJIB/IT
2-Reagent
Goods 6ydep pH 4,0 20 MMOJTB/TT
OYTHPHITHOXOJIMH HOMHMIT 65 MMOJIB/TT

Mpexynpe:xaenus: 1 NpUMeYaAHUs

*  3anmmarb oT CBeETa, u30erarhb WCIIapEHHs
n KOHTaMHHaHHI/I!

=  He 3amMOpaXuBaTh peareHTHI.

= 3Bakynopsre (IAaKOH Cpasy K€ I[OCNIe HCIOIb30BAHUS
U XpaHuTe 1pH Temmeparype 2-8°C.

=  He ucronb30BaTh N0CIE HCTEYCHUs] CPOKA TOXHOCTH.

=  He B3anMo3aMeHATh KphIIIeK (IakoHO

= Tlepen MCIONB30BAHUEM BCE PEAKTHBBI CIIElyeT aKKypaTHO
TIepeMeNnIaTh, Bpamas q)HaKOHBI.

= IlomyTHeHHE PAcCTBOPOB MIIM HEMONANAHHE PE3YJILTATOB
M3MEPeHUH KOHTPOJBHOTO Martepuaiga B pedepeHTHBII
Jiarnas3oH, PEKOMEH/IOBaHHBII TPOU3BOUTEIIEM,
yKa3bIBaeT Ha HECTAOMILHOCTD PEareHTOB.

BUAOJIOTUYECKHI MATEPHAJT

Caesxast cbiBOpoTKa, Iwiasma (DTA, renapun) 6e3 remoinusa.
OpHTPOIMUTHI  ClIEAYeT MAaKCHMAalbHO OBICTPO OTJCIHTH OT
CBIBOPOTKH / Ima3Mmel. He mcmons3yiite muTpaToB, 60paToB,
OKCaJaToB U (TOPHIOB B KAUEeCTBE aHTHKOATYIISAHTA, T.K. OHU
I/IHFH6I/Ipy‘EOT AKTHBHOCTB  XOJIMHOCTEPA3bI. an B3ATHH
OMOJIOTHYECKOTO MaTepuana ¥ JaibHeifmeil pabore ¢ HEUM
pexomenayercs codmoaenue npoueayp CLSI

IIpo6er  moryr xpanutbess 10 15 cyroxk mpu  2-8°C,
i 10 12 mecsiues npu -20°C.

Tem He MeHee, peKOMEH]TYeTCsl IPOU3BOAUTH UCCIIEIOBAHHs Ha
CBEXKEB3STOM OHOIOTHYIECKOM MaTepuae!

IMPOUEAYPA ONIPEJEJIEHUA

1-Reagent u 2-Reagent roToBBI K HCHIOTb30BAHHIO.

1-Reagent creayeT yCTaHOBHTh HAa INTAaTHB B MO3UIMH

OCHOBHOTO PEAreHTa.

2-Reagent cieayer yCTaHOBUTh Ha INTATUB B IO3HLHU

CTapTOBOrO PearcHra.

B KkauectBe OJaHK-pearcHTa PEKOMEHIYETCS MCIOJIb30BaTh

JICHOHU30BaHHYIO BOTY.

HeoGxonnmble qeficTBUs:

= Biolis 24i Premium: Ilpu BBHIIOJIHEHHH aHAIH30B
Ha aHalu3aTope, BO3MOXKHO HCKa)KEHHE pe3ylbTaTOB
AHAIM30B, BBI3BAHHOE HEPEKPECTHLIM 3arpsi3HeHHeM
mexnay pearentamu: CHOLINESTERASE - BIL
TOTAL. Yto0sl u3bexars d1oro sddekra, ciemyite
PEKOMEHJaLUsAM, COZlepaKALIIMCS B HMHCTPYKLUHU
51 03 24 008 BIOLIS 24i PREMIUM CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI 3

CBIBOPOTKA / IJ1a3Ma 37°C
SKEHIIIMHBI 4000 — 12600 Ex/n | 67 — 210 Mxkat/nt
MY KYHHBI 5100 — 11700 Ex/n 85 — 195 MKkar/n

V nereii B Bo3pacTe J10 6 MECSILIEB AKTUBHOCTh XOJIMHACTEPA3bl
Ha 40-50% BblI1IIE, YEM Y B3POCIIBIX.
str. / page / ctp. 5/9
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Y MONOmBIX, B3pOCHBIX JKEHIMMH (< 35 5er) aKkTHBHOCTh
(epmenTa coctaBnsieT okono 64-74% OT aKTHBHOCTH MYXKUHH.
IIpu GepeMeHHOCTH aKTUBHOCTh CHUKACTCSL.

Kaxmoli nmabopatopun peKOMEHIYeTCs YCTAaHOBHTH CBOH
COOCTBEHHBIE ~HOPMBI, XapaKTepHbIE sl  00CIELyeMOro
KOHTUHI'€HTA.

KOHTPOJIb KAYECTBA

Jlng  BHYTPEHHErO KOHTPONIS ~KadecTBa PEKOMEHJyeTcs
HCTIONB30BaTh KOHTPOsbHBIE ChiBopoTkH CORMAY SERUM
HN (Kar. Ne 5-172) u CORMAY SERUM HP
(Kar. Ne 5-173) s kaxxaoi cepuu H3MepeHHi.

Jl1st KamOpOBKU aBTOMATHYECKUX aHAIN3aTopoB Prestige 24i,
Biolis 24i Premium pexomenayercs ucrons3oBate CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174; 5-176) nin
CORMAY MULTICALIBRATOR LEVEL 2 (Kat.Ne 5-175;
5-177) B 3aBHCHMOCTH OT HOMepa CepHH KAJIUOPaTOpoOB.
s xanmbpoBku ananusatopa Biolis 30i pexomenmyercs
HCII0NIb30BaTh KanuopaTopbl CORMAY
MULTICALIBRATOR LEVEL 2 (Kat. Ne 5-175; 5-177).
KamubpoBouHylo KpHBYIO CJEIyeT COCTaBIATh KakKIble
8 menenb (Prestige 24i, Biolis 24i Premium), mpu kaoii
CMEHe JI0Ta pearcHTa WIX B CiIydae HEOOXOJUMOCTH,
HAlpUMep,  €CIM  pe3y/ibTaTbl ~ KOHTPOJIS — KauyecTBa
HE HOMAJAI0T B pe)epeHTHBII IUana3oH.

XAPAKTEPUCTHUKH ONPEJAEJIEHUST
OTH METPOJNOTHYECKHE XapaKTePUCTHKN ObUIH  MOJTyYeHbI
Npd  WCIONB30BAaHWM  ABTOMATHYECKOrO  aHAIM3aTOpa
Biolis  30i. Pesynbrarbl, NOMyYeHHBIE Ha  JPYTHX
AHAIM3ATOPAX U BPYYHYIO, MOTYT OTIHYATHCS.

=  LoB (npexnex 6aanka): 29 Ex/n (0,48 mxkat/m)
= LoD (upenen o6Hapy:xenus): 53 En/n (0,88 mxkat/m)

= LoQ (mpeseJ KOJIM4EeCTBEHHOTO OIpe/ie/IeHHs):
69 En/n (1,15 mxkat/im)

= JluneitHocth: 10 16200 En/n (270 Mkkat/m)

B cnyuae Oonee BBICOKMX aKTMBHOCTH, pa3baBbTe HpoOy
0,9% NaCl u nosropute uccnenoBanue. Pe3ynbrar yMHOKbTE
Ha (HaKTOp Pa3BEICHHUSL.

= Cnennduunocts / UnTepdepeHmun

Temorno6uH 1o 5 /11, ackopOMHOBas KHCIOTa 0 62 M/,
OoumupyouH 1o 20 Mr/m1 ¥ TPUIIIMIEPHABl B KOHLCHTpPAIIUH
70 1000 Mr/mm He BIUAIOT Ha Pe3yNbTaThl ONPEIEIEHHIA.

= TouHocTh

IoBTOpsieMOCTH Cpenree SD CV
(Mexay cepusmu) n =20 [En/n] [En/m] [%]
ypoBeHb 1 4274 35,84 0,84
YpOBEHb 2 7793 81,31 1,04
BocnpoussoaumocTs Cpennee SD CvV

(130 1Hst B IeHb) n = 80 [Ex/n] [Ew/n] [%]
ypoBeHb 1 4161,7 70,29 1,7
YpOBeHb 2 7734,2 | 12547 1,6

= CpaBHeHHe MeTOA

CpaBHeHHE  pE3ylbTaTOB  ONpENETCHHS  XOJIMHICTEPashl,
nonmyueHHbIx Ha Biolis 30i (y) 1 Hra ADVIA SIEMENS 1800
(X) ¢ wucrnons3oBaHHeM 67 00pa3lOB CBHIBOPOTKE IO
CIIC/YIOIIUE PE3YIbTaThL

y=0,9073 x +903,01 Exn/x;

R=0,986 (R — K03 HHIMEHT KOPPEIISLIIN)

PRESTIGE 24i CHOLINESTERASE (IIl GENERACIJA / IIl GENERATION / III TIOKOJIEHUE)

YTUIN3ALUS OTXO/I0B
B COOTBETCTBHH C JIOKAJIbHBIMHU TPG6OB3HH$[MPI.
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PRESTIGE 241 CHOLINESTERASE
PROGRAM NA ANALIZATOR / APPLICATION for / AHJAIITALIUS psi:
e Prestige 24i, Biolis 24i
Item name [ 58 | CHE |
Data information Calibration
Units [ UL | Type [ Linear
Decimals 1 | Standard
#1 * #4
Analysis #2 #5
Type RATE #3 #6
Main W.Lengthl 405
Sub W.Length2 660 Normal Range
Method DGKC Male Female
Low High Low High
Corr Serum 5100 11700 4000 12600
[ Inter | Urine
Y=[1000 | X+ | 0.000 | Plasma 5100 11700 4000 12600
CSF
Dialysis
Other
Item name |58 ‘ CHE |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start [ Low [ 0.6
Volume [ Main 38 | High | 2.5
Sample 4 | Sub
Reagentl 200 ul
Reagent2 50 Factor \Endpoint Limit |2.5
[Blank correction | | |Linear Check (%) 15
Third Mix. | OFF |  Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Dil2
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 3.0 | First
Second Low
Third Low
Item name [ 58 | CHE \
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON | [ Absorbance Range
[ Lower OFF
Auto Rerun Range (Result) | Higher OFF
ON ON
Lower Higher [ Prozone Range | OFF
Serum 142 23600
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i CHOLINESTERASE (IIl GENERACJA / IIl GENERATION / Il [TOKOJIEHUE)

51_03_05_022_02
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Item No. 58 Item Name CHE \ Optical
Data information Calibration
Units [ U/L | Type [ Linearl
Decimals [0 | Std sample conc.
Blank 0 #1 [ * [ #2 [
Analysis #3 #4 \ | #5 \
Type RATE method #6
Main Wave Length 405 nm
Sub Wave Length 660 nm
Method DGKC
Correlation
Slope Intercept
Y=|1 X+|0
Item No. 58 Item Name CHE | Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 38 48
Kind Vol. Add Units Sub
Sample 3 5 ul
Reagent 1 200 10 ul Abs.Limit Low High
Reagent 2 50 10 ul [0.6 | ~ [25
Blank value Correction value
Water Blank Blank correction 1
End Point Limit 2.5
Reaction Monit Linear Check (%) 15
0 Level Point [1
Span |3 Prozone Check
Start End Limit (%)
Third mixing First
OFF Second Low
Item No. 58 Item Name CHE Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 5100 11700 4000 12600 Serum
Urine Urine
Plasma 5100 11700 4000 12600 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 58 Item Name CHE | Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher | OFF
First Dil Low . High :
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 223 21000
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Di12
Other

PRESTIGE 24i CHOLINESTERASE (IIl GENERACIJA / IIl GENERATION / III TIOKOJIEHUE)

51_03_05_022_02
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PRESTIGE 241 CHOLINESTERASE
«  Biolis 30i
Item no 58 Itemname | CHE Specimen [ SERUM / PLASMA OPTICAL
Data information Aspiration volume
UNITS | U/L [ TYPE [ Double
DECIMALS | 0
SAMPLE | REAGENT I | REAGENT 2
Analysis [ VOL. (uL) 3 200 50
METHOD RATE method [ BOTTLE (ml)
Main Wave Length 405 nm
Sub Wave Length 660 nm ‘ FIRST DIL. |
CORRELATION (Y=AX + B) Data processing read
A= [1 START END
B= [0 MAIN 38 49
SUB
Blank value
[« WATER [ ° REAGENT [ ABS LIMIT
0.6 | TO 2.5
Calibration
TYPE | Linear 1 Collection value
STABILITY [ END POINT 25 |
| LINEARITY CHECK (%) |15 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN [
LOW VARIATE |
Item No 58 Item Name CHE Specimen | SERUM / PLASMA | opTICAL
Reference intervals Auto rerun
MALE FEMALE | | «ON | °OFF |
LOW [ HIGH LOW | HIGH
5100 | 11700 4000 | 12600 Auto rerun range (conc.)
[ Re [ Value [ Dil. [ Re [ Value | Dil.
Panic range o | | 16200
MALE FEMALE
LOW [ HIGH LOW | HIGH Auto rerun condition (abs.)
DIL.
LOWER | °ON | *OFF
Decision limit HIGH | °ON | -OFF
MALE FEMALE
Auto rerun condition (prozone)
[ °ON \ “OFF |
[ SAMPLE VOL. \ |
Dilution
*DIL 1 [ °DIL 2 |
Reaction check
°ON *OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON [.oFF | [ ~oN | «OFF

Data wydania / Date of issue / laTa co3nanus: 04.2021.
PRESTIGE 24i CHOLINESTERASE (IIl GENERACIJA / Il GENERATION / Il [IOKOJIEHVE)
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