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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania aktywnosci a-amylazy,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 1II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, BS-120, ACCENT 400 oraz ACCENT
Neo0200.

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

WPROWADZENIE

o-Amylaza jest enzymem trawiennym = wydzielanym
przez $linianki i trzustke. Niewielkie jej ilo$ci znajduja si¢ takze
w mig$niach szkieletowych, tkance tlhuszczowej i jajowodach.
a-Amylaza jest oznaczana glownie w diagnostyce chordb
trzustki. Wzrost aktywnosci enzymu obserwuje si¢ takze

ZASADA METODY
2-chloro-4-nitrofenylo-a-maltotriozyd (CNP-G3)
jest bezposrednim substratem dla a-amylazy,

umozliwiajgcym  pomiar  aktywno$ci  tego  enzymu
bez koniecznosci stosowania enzymow pomocniczych.

10 CNP-G3 Q-amylazay, 9 CNP + CNP-G2 + 9 maltotrioza +glukoza

Produktem reakcji jest 2-chloro-4-nitrofenol (CNP), ktorego
powstawanie w czasie reakcji powoduje przyrost absorbancji
przy A=405 nm. Szybko$¢ tworzenia si¢ CNP jest wprost
proporcjonalna do aktywnosci o-amylazy.

ODCZYNNIKI
Sklad zestawu
1I-REAGENT 2x30ml

1lo$¢ testow:

ACCENT-200 210
ACCENT-200 I GEN 210
ACCENT-220S 210
ACCENT S120 260
ACCENT MC240 260
ACCENT M320 260
BS-120 210

Odczynnik przechowywany w temp. 2-8°C zachowuje
trwatos§¢ do daty wazno$ci podanej na opakowaniu.
Odczynniki przechowywane na poktadzie aparatu w 2-10°C
sg stabilne przez 9 tygodni (ACCENT-200) lub 12 tygodni
(ACCENT M320, ACCENT S120).

Stezenia skladnikéw w odczynniku

Bufor MES <120 mmol/l

octan wapnia <7 mmol/l
wodorotlenek potasu <40 mmol/l
tiocyjanian potasu <1100 mmol/l
2-chloro-4-nitrofenylo-o-maltotriozyd <2 mmol/l

konserwant, stabilizator
ACCENT-200 AMYLASE

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiattem stonecznym !

= Chroni¢ przed zanieczyszczeniem mikrobiologicznym
oraz amylaza zawartg w $linie i pocie! Slina i pot mogg
zawiera¢ duze ilosci a-amylazy. Nalezy unika¢ kontaktu
odczynnika, prob badanych i naczyn laboratoryjnych
z tymi plynami, uzywac pipet automatycznych i rgkawic
ochronnych.

= Nalezy zapozna¢ si¢ z Kartg charakterystyki (MSDS),
ktora zawiera szczegdtowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.

= |-REAGENT spetnia kryteria klasyfikacji zgodnie
z rozporzadzeniem (WE) nr 1272/2008.

Uwaga

H319 Dziata draznigco na oczy.

P280 Stosowa¢ rgkawice ochronne, odziez

ochronng, ochrong oczu lub ochrong twarzy.

P305 + P351 + P338 W PRZYPADKU
DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ woda
przez kilka minut. Wyja¢ soczewki kontaktowe, jezeli sa
i mozna je tatwo usuna¢. Nadal plukac.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyng bez sladow
hemolizy, mocz.

Nie stosowa¢ antykoagulantow: EDTA, cytrynianow
i szczawianow, poniewaz hamuja aktywno$¢ amylazy.
Surowica / osocze moga by¢ przechowywane przez 7 dni
w temp. 15-25°C lub przez miesigc w temp. 2-8°C.7
Mocz moze by¢ przechowywany przez 2 dni w temp. 15-25°C
lub przez 10 dni w temp. 2-8°C.° Amylaza jest bardzo
niestabilna w moczu o kwasnym pH. Przed przechowywaniem
probki, pH doprowadzi¢ do ok. 7,0

Jednak polecamy wykonanie badan na $§wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

I-REAGENT jest gotowy do uzycia.

Do wykonania proby zerowej nalezy uzywaé¢ wody
dejonizowane;j.

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
oraz BS-120, moze wystapi¢, wplywajacy na wyniki oznaczen,
efekt przeniesienia pomig¢dzy odczynnikami: AMYLASE -
MICROALBUMIN. W celu uniknigcia tego efektu nalezy
zastosowaé¢ si¢ do zalecen zawartych w instrukcji:
51_03_24_001_ACCENT-200_CARRYOVER.

WARTOSCI PRAWIDLOWE 3

surowica / osocze U/l ukat/l
20— 104 0,34-1,77
mocz U/l ukat/l
32 -641 0,54-10,90

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresow  wartosci  prawidlowych  charakterystycznych
dla lokalnej populacji.

str. / page / ctp. 1/10

51_03_03_009 05

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jako$ci, do kazdej serii oznaczen,
nalezy dolgczaé nastgpujace kontrole:

CORMAY SERUM HN (Nr kat. 5-172) i CORMAY SERUM
HP (Nr kat. 5-173) - dla oznaczen w surowicy;
CORMAY URINE CONTROL LEVEL 1 (Nr kat. 5-161)
i LEVEL 2 (Nr kat. 5-162) - dla oznaczen w_moczu.
Do kalibracji analizatorow automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, nalezy stosowaé
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;
5-176) i LEVEL 2 (Nr kat. 5-175; 5-177). Jako kalibratora 0
nalezy uzywac wody dejonizowane;j.

Krzywa kalibracyjna powinna by¢ sporzadzana co 9 tygodni
(ACCENT-200) lub 12 tygodni (ACCENT M320, ACCENT
S120), 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 analizatorow
automatycznych: ACCENT-200 i ACCENT MC240.
W przypadku przeprowadzenia oznaczenia na innym
analizatorze lub manualnie otrzymane wyniki moga rézni¢
si¢ od podanych.

= Czulo$é
8,4 U/1 (0,14 pkat/l) - ACCENT-200
1,7 U/1 (0,03 pkat/l) - ACCENT MC240

=  Liniowos$¢
do 1750 U/1 (29,2 pkat/l) - ACCENT-200
do 1760 U/1 (29,33 pkat/l) - ACCENT MC240

= Specyficzno$¢ / Interferencje
Hemoglobina do 2,5 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

Powtarzalnosé Srednia SD CcvV

(run to run) [un [unj [%]
ACCENT-200 poziom 1 61,30 1,14 1,87
n=20 poziom 2 358,75 | 5,88 1,64
ACCENT MC240 | poziom 1 72,04 0,29 | 0,40
n=20 poziom 2 396,67 2,06 0,52
Odtwarzalno$é Srednia SD CcvV

(day to day) [unj [unj [%]
ACCENT-200 poziom 1 130,74 | 2,86 | 2,18
n=80 poziom 2 280,50 5,53 1,97
ACCENT MC240 | poziom 1 72,9 2,82 39
n=80 poziom 2 401,5 20,06 5,0

= Poréwnanie metody

Porownanie wynikow oznaczen amylazy, wykonanych
na ACCENT-200 (y) i na BS-400 (x), z uzyciem 30 probek,
dalo nastgpujace wyniki:

y=0,9977 x + 0,6639 U/l;

R=1,000 (R — wspolczynnik korelacji)

ACCENT-200 AMYLASE

Poréwnanie wynikow oznaczen amylazy, wykonanych
na ACCENT MC240 (y) i na BS-800 (x), z uzyciem 60 probek
surowicy, dato nastgpujace wyniki:

y=0,974 x+0,3367 U/l;

R =1,000 (R — wspdtczynnik korelacji)

Porownanie wynikow oznaczen amylazy, wykonanych
na ACCENT MC240 (y) i na BS-800 (x), z uzyciem 60 probek
moczu, dato nastgpujace wyniki:

y=0,9714 x +2,5395 U/l;

R =1,000 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit for determination of a-amylase activity intended
to use in  automatic  analyzers: = 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

o-Amylase is a digestive enzyme secreted by salivary glands
and pancreas. Low level of amylase is also found in skeletal
muscle, adipose tissue and fallopian tubes. a-Amylase
is measured generally in pancreas diseases. Elevation
of amylase activity is observed also due to inflammation
of abdominal cavity or salivary glands.

METHOD PRINCIPLE
2-Chloro-4-nitrophenyl-o-maltotrioside (CNP-G3) is a direct
substrate for determination of o-amylase activity, which
does not require the presence of ancillary enzymes.

10 CNP-G3 2=amylasey, 9 CNP + CNP-G2 + 9 maltotriose + glucose

The rate of 2-chloro-4-nitrophenol formation can be monitored
at 405 nm and is proportional to the a.-amylase activity.

REAGENTS
Package
1-REAGENT 2x30ml

The reagents when stored at 2-8°C are stable up to expiry date
printed on the package. The reagent stored on board
of the analyzer at 2-10°C is stable for 9 weeks (ACCENT-200)
or 12 weeks (ACCENT M320, ACCENT S120)..

Concentrations in the test

MES buffer <120 mmol/l

calcium acetate <7 mmol/l
potassium hydroxide <40 mmol/l
potassium thiocyanate <1100 mmol/l
2-chloro-4-nitrophenyl-o-maltotrioside <2 mmol/l

preservative, stabilizer

Warnings and notes

=  Protect from direct sunlight!

= Prevent the reagent from microbiological contamination
and from saliva and sweat a-amylase! Saliva and sweat
contain ai-amylase. Do not pipette by the mouth, avoid skin
contact with reagent, specimens, tips, cuvettes. Ensure to
use automatic pipettes and laboratory gloves.

= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.

ACCENT-200 AMYLASE

= 1-REAGENT meeting the criteria for classification
in accordance with Regulation (EC) No 1272/2008.
Warning
H319 Causes serious eye irritation.
P280 Wear protective gloves, protective clothing,
eye protection or face protection.
P305+P351+P338 IF IN EYES: Rinse
cautiously with water for several minutes. Remove contact
lenses, if present and easy to do. Continue rinsing.

SPECIMEN

Serum or plasma collected on heparin, free from hemolysis,
urine.

Do not use anticoagulants: EDTA, citrates and oxalates as they
inhibit amylase activity.

Serum / plasma can be stored for 7 days at 15-25°C
or for one month at. 2-8°C.”

Urine can be stored for 2 days at 15-25°C or for 10 days
at 2-8°C.° Amylase is very unstable in acid urine. Adjust pH
to approximately 7.0 before storage.

Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1-REAGENT is 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 and BS-120, there is
a probability of cross-contamination affecting the tests results:
AMYLASE-MICROALBUMIN. To avoid this effect follow
the recommendations contained in the instruction
51 03_24 001 _ACCENT-200_CARRYOVER.

REFERENCE VALUES ®

serum / plasma U/l pkat/l
20-104 0.34-1.77

urine U/l pkat/l
32-641 0.54—10.90

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 following controls for each batch of samples:

CORMAY SERUM HN (Cat. No 5-172) and CORMAY
SERUM HP (Cat. No 5-173) for determination in serum;
CORMAY URINE CONTROL LEVEL 1 (Cat. No 5-161)
and LEVEL 2 (Cat. No 5-162) for determination in urine.
For the calibration of automatic analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)
and LEVEL 2 (Cat. No 5-175; 5-177) are recommended.
Deionised water should be used as a calibrator 0.
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The calibration curve should be prepared every 9 weeks
(ACCENT-200) or 12 weeks (ACCENT M320, ACCENT
S120), 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 automatic
analyzers: ACCENT-200 and ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

= Sensitivity
8.4 U/1(0.14 pkat/I) - ACCENT-200
1.7 U/1(0.03 pkat/l) - ACCENT MC240

= Linearity
up to 1750 U/1(29.2 pkat/l) - ACCENT-200
up to 1760 U/1(29.33 pkat/l) - ACCENT MC240

=  Specificity / Interferences

Haemoglobin up to 2.5 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 Mean SD CcvV

(run to run) [unj [un] [%]
ACCENT-200 level 1 61.30 1.14 | 1.87
n=20 level 2 | 358.75 | 5.88 1.64
ACCENT MC240 level 1 72.04 | 0.29 | 0.40
n=20 level 2 | 396.67 | 2.06 | 0.52
Reproducibility Mean SD (6)%

(day to day) [un [un [%]
ACCENT-200 level 1 130.74 | 2.86 | 2.18
n=80 level 2 | 280.50 | 5.53 1.97
ACCENT MC240 level 1 72.9 2.82 39
n=80 level 2 401.5 | 20.06 | 5.0

=  Method comparison

A comparison between amylase values determined
at ACCENT-200 (y) and at BS-400 (x) using 30 samples gave
following results:

y =0.9977 x + 0.6639 U/,
R=1.000 (R — correlation coefficient)

A comparison between amylase values determined
at ACCENT MC240 (y) and at BS-800 (x) using 60 serum
samples gave following results:

y=0.974 x +0.3367 U/l;
R=1.000 (R — correlation coefficient)

A comparison between amylase values determined
at ACCENT MC240 (y) and at BS-800 (x) using 60 urine
samples gave following results:

y=0.9714 x +2.5395 U/,
R=1.000 (R — correlation coefficient)
WASTE MANAGEMENT

Please refer to local legal requirements.

ACCENT-200 AMYLASE

51_03_03_009 05
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NPEANOJATAEMOE UCIIOJIb30BAHUE
JluarHOCTHYECKUH HA0Op I  ONpENeeHHs] aKTHBHOCTH
O-aMHJIa3bl, npeHa3HAYeH JUIsL HCIOJIb30BAHUS
Ha  aBTOMATHYECKHX  OHMOXMMUYECKHX  aHallM3aTopax:
ACCENT-200, ACCENT-200 II GEN, ACCENT 2208,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120,
ACCENT 400 u ACCENT Neo200.

PeareHTbl TOKHBI HCTIONB30BATHCSA TOJIBKO JUIS AHATHOCTHKH
in vitro, KBaIn(UIMPOBAHHBIM JA0OPATOPHBIM IIEPCOHAIIOM,
B LemAX, IS KOTOPbIX ~ OHM  HpeAHAa3HAueHBI,
B COOTBETCTBYIOIIHX JIAOOPATOPHBIX yCITOBUSIX.

BBEJAEHHME

O-aMMIa3a — MUIIEBOI (PEPMEHT, CeKPETUPYEMBIil CIIFOHHBIMU
JKeJIe3aMH M TMOJDKEITyJIOYHOW JKelne30il. B HeOoibmimx
KOJIMYECTBAX OHA MPUCYTCTBYET TAKIKE B CKEJIETHBIX MBIIIIAX,
JKUPOBOW TKaHW M  (aJUIONMHEBBIX TPyOax. AKTHBHOCTH
O-aMuIa3bl U3MEHSETCA B OCHOBHOM IIpU IATOJIOTHUAX
MOJDKEITYJOYHOi  JKkene3bl.  IIOBBINICHHE  AKTUBHOCTH
XapaKTEePHO TaKXKe JUIs BOCTIAIMTEIIBHBIX IPOLECCOB OPIOIHOM
TIOJIOCTH MJIH CIIFOHHBIX JKeJie3.

NPUHLUITI METOJA
2-x110p0-4-HUTPOHEeHUI-0-MATBTOTPHO3 U (CNP-G3)
SIBJISIETCS TIPSIMBIM CyOCTPAaTOM [UIs ONIPECICHNs] aKTUBHOCTH
0-aMuIa3kl, U He TPeOyeT NPUCYTCTBUS BCIIOMOTATEIBHBIX
(dhepmenTos.

10 CNP-G3 22MII833y, 9 CNP + CNP-G2 +9 MaJIbTOTPHO3a + IVIF0K03a

CkopocTts 00pa3oBanus 2-X10p0o-4-HUTPOEeHOIa, U3MEPEHHAS
Ha 405 HM, IPAMO NPOIOPIMOHAIbHA AKTHBHOCTH 0l-AMHUIIA3BI.

PEATEHTBI
CocraB Habopa
I-REAGENT 2 x 30 mxt

Ipu temmneparype 2-8°C, peareHT COXpaHseT CTabHIBHOCTh
B TEYCHHE BCErO CPOKA TOJHOCTH, YKa3aHHOTO HA yIAKOBKE.
CrabunbHOCTh Ha GopTy ananuszaropa npu 2-10°C cocrapiser
9 nenens (ACCENT-200) wim 12 menens (ACCENT M320,
ACCENT S120).

KoHueHTpauuu KOMIOHEHTOB B peareHre
MES 6ydep

aneTar KaJbIlus

THJIPOKCHJL KaJIHs

THOLIMAHAT Kalus
2-xnopo-4-uurpodennnl-o-
MaJIbTOTPUO3UL
CTabNIM3aTOPBI U KOHCEPBAHTHI

<120 mmou/n
<7 MMOJIB/1T

< 40 MMOIB/1

< 1100 Mmounb/n

<2 MMOJIB/

ACCENT-200 AMYLASE

IIpenocrepexkeHusi H NpUMeYAHHUSI
= JIpenoxpaHAThb OT NPSMOro cBera!
= [IpenoxpaHsiTb oT 3arps3HEHUS Mukpodopoit
W 0-aMHJIa30i, cojepamieiicss B CIIOHE M IOTOBBIX
BoigeneHusx! CIlloHa M MOTOBBIE BBIACICHHS COAEPXKAT
a-amuiaasy. M3beraiite KOHTaKTa KOXM C peareHTaMH,
obpa3namy, HaKOHEYHHKaMH, KioBeTamu. Mcmounb3yiite
aBTOMATHYECKHUE J03aTOPhI U EPUaTKH.
= BHuMaTenpHO [pOYMTaWTe MAacmopT — Oe30MmacHOCTH
xuMuueckor mpoxykin (MSDS), koTopblii comepxuT
noapobHyo uHMOpMaUMIO O IpaBWiIax 0e30macHoOro
XpaHCHHUs U UCII0JIb30BaHUs TOBapa.
= 1-REAGENT co0TBEeTCTBYET KPUTESPUSIM KIaCCH(PHKALHN
coracHo noctaHosienuto (EC) Ne 1272/2008.
Buumanue
H319 Be3biBaet cepbrE3HOe pazapakeHue rias.
P280 Ilonp30oBarbes 3alUTHBIMU IIEPYATKAMM,
3aLIUTHOM OAEXKIOH, CPEeICTBAMH 3aLIMUTHI TJja3
WIIN JIAIIA.
P305 + P351 + P338 Ilpu momaganuu B riasza: OCTOPOXKHO
MPOMBIT TJIa3a BOJOW B TEUCHHE HECKOIBKMX MHHYT. CHATH
KOHTAKTHBIC JIMH3BI, €CJIM BBl NOJB3YeTeCh MMU M €CIH 3TO
JIeTKo caenaTh. IIpoJoKUTh MPOMBIBAHHE T'JIa3.

BUOJIOTUYECKU MATEPUAAJL

ChIBOPOTKAa WIIM IUIA3Ma KPOBH COOpaHHOM Ha TemapuH,
0e3 cie10B reMon3a, MoJa.

He ucnone3oBate antukoaryisutel: DJITA, coneit MMoHHON
H IL[aBeHCBOﬁ KUCJIOTBI, TAK KaK OHU I/IHFI/I6I/IpyIOT AKTUBHOCTb
aMHUIIa3bl.

ChIBOpPOTKa / TuIa3Ma MOTYT XPAHUTbCS 7 IHEHW NPU TEMIL
15-25°C nu6o mecsu npu temr. 2-8°C.7

Moua MOXeT XpaHHTbCS 2 JaHA mpu Temi. 15-25°C 6o
10 mmeit npu Temmn. 2-8°C.° Ammiasa kpaiiHe HecTaGWIIbHA
B Moue ¢ kucieiM pH. Ilepen xpanenuem obpasua noBecTH
pH npumepso mo 7,0.

Tem He MeHee PEKOMEHIYETCSl MPOM3BOAUTH MCCIIEIOBAHHUS
Ha CBEXKEB3ATOM OMOJIOrMYeCKOM MaTepuae!

MPOUEAYPA ONPEJAEJEHUS
1-REAGENT roToB K HCIOJIb30BaHUIO.

B kadectBe OiaHK-pearcHTa PEKOMEHAYETCs HCIOIB30BaTh
JICHOHN30BaHHYIO BOJLY.

Heo0xoaumbie geiicTBus:

Ipu BoimonHeHnn aHanu3oB Ha aHanu3atopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120, Bo3moxHO
HMCKaXXCHHE pe3ybTaToB AaHaJIU30B, BBI3BAHHOC
HEepPEeKPeCcTHbIM __ 3arpsi3HEHHMEeM  MEeXIy  pearcHTaMu
AMYLASE-MICROALBUMIN. UYro6sl un36exaTh 3TOro
s¢ddekra, craeayiite  PEKOMEHAALMAM,  COJACPIKALIUMCS
BuHcTpykuun 51_03_24 001_ACCENT-200_ CARRYOVER.

PE®EPEHTHBIE BEJIMUMHBI *

CBIBOPOTKa / TUIa3Ma Ewn MKKaT/JI
20-104 0,34-1,77

Moua En/n MKKaT/I
32-641 0,54 -10,90
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Kaxnoit mabopatopun peKOMEHIYETCS YCTAaHOBHUTH CBOM
COOCTBCHHBIE HOPMBI, XapaKTepHbIe JUIi 00CIexyeMoro
KOHTHHI'CHTA.

KOHTPOJIb KAYECTBA

JIns BHYTPEHHEro KOHTPOIS KadecTBa, IS KaXJIOH cephu
H3MEpeHHIl, PeKOMEH/LYeTCsI HCIIOIb30BaTh:

CORMAY SERUM HN (Kat. Ne 5-172) u CORMAY SERUM
HP (Kar. Ne 5-173) - mpW_HMcCleIOBAHWM _CBIBOPOTKH;
CORMAY URINE CONTROL LEVEL 1 (Kat. Ne 5-161)
u LEVEL 2 (Kar. Ne 5-162) - mpu WcciellOBAHHH MOYH.
Js KaanOpoBKU ABTOMATHYECKUX AHAIU3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320,
BS-120, peKoMeH/yeTCst HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kat.Ne 5-175, 5-177). B kauyectBe 0-kaimmbparopa
PEKOMEHyeTCs HCII0JIb30BaTh J1€HOHU30BAaHHYIO BOLY.
KanuOpoBouHy0 KpPHBYIO CIEIyeT COCTABISATh KaXIble
9 nenens (ACCENT-200) nnu 12 memens (ACCENT M320,
ACCENT S120), npu ka0l CMEHe JI0Ta peareHTa MiIt, eciu
Ppe3yIbTaThl KOHTPOJIS Ka4ecTBa He MOMAaAaloT B ped)epeHTHbII
JMaIa3oH.

XAPAKTEPUCTHUKHU ONIPEJEJEHUST

OTH METPOJIOrHYEeCKUE XapaKTePUCTHKH OBIIN MOyYEHBI IPH
WCIIONb30BaHUK aBTOMaTH4eckux aHanu3atopoB ACCENT-
200 1 ACCENT MC240. Pe3ynbTaThl, I0JIy4eHHbIE HA IPYTHUX
AHANIM3aTOPAX U BPYYHYIO, MOTYT OTJIMYaTbCS

®*  YyBCTBUTEIbHOCTH:
8,4 En/n (0,14 mkkat/m) - ACCENT-200
1,7 En/n (0,03 mkkat/in) — ACCENT MC240

= JluneiiHOCTH
1o 1750 En/m (29,2 mxkat/n) - ACCENT-200
1o 1760 En/n (29,33 mxkat/nm) — ACCENT MC240

= Cpemnduunocts / UHTEpdepeHnn

T'emornobun o 2,5 r/mn, ackopbar no 62 mr/mn, OGuiupyOun
no 20 mr/mn w Tpurmanepuast 1o 1000 Mr/mn He BIUSIIOT
Ha Pe3yJIbTaThl ONPEICICHUI.

=  TouHocTh

IloBTOpsieMocTH Cpennee SD Ccv
(MeXIy CepHsIMH) [En/n] | [En/n] | [%]
ACCENT-200 ypoBeHb 1 61,30 1,14 | 1,87
n=20 YpOBEHb 2 358,75 5,88 1,64
ACCENT MC240 | yposeHs 1 72,04 0,29 | 0,40
n=20 YpOBEHb 2 396,67 2,06 | 0,52
Bocnpoussoaumocts Cpennee SD [6)%
(130 HS B ICHD) [En/n] | [En/n] | [%]
ACCENT-200 ypoBeHb 1 130,74 2,86 | 2,18
n=80 YpOBEHb 2 280,50 5,53 1,97
ACCENT MC240 | yposens 1 72,9 2,82 39
n=80 YpOBEHB 2 401,5 20,06 | 5,0

ACCENT-200 AMYLASE

= CpaBHeHHe MeTOJa

CpaBHeHHe Pe3yIbTaToOB OIpeIeIeHUs 0-aMUJIa3bl
nony4eHHsIX Ha aHanu3atope ACCENT-200 (y) u Ha BS-400
(x) ¢ wucnone3oBanueM 30 00pasloB [ano Cleayronye

Pe3yIbTaThl:
y=0,9977 x +0,6639 Ex/n I;
R =1,000 (R — k03 puIMeHT KOppemsIunm)

CpaBHeHue Ppe3yJIbTaTOB OIIpe/IeTICHHS 0-aMHIIa3BI
nonyueHHbIx Ha ananmzatope ACCENT MC240 (y)
u Ha BS-800 (x) ¢ ucnons3oBannem 60 06pa3LoB CEIBOPOTKH
JIaJIo CIEyIOIIUe Pe3yIbTaThl:

y=0,974x+0,3367 Ex/n |;

R =1,000 (R — k03puIMeHT KOppemsIinm)

CpaBHeHHe Ppe3yJIbTaToB onpeeeH s O-aMHJTa3bl
nonyueHHbIx Ha ananmzatope ACCENT MC240 (y)
u Ha BS-800 (x) ¢ nucrnons3oBanueM 60 00pa3oB MOYH JaJo
CIIEAYIOLHUE PE3YIIbTAThI:

y=0,9714x +2,5395S En/n I;

R =1,000 (R — ko3 dunument koppemnsiym)

YTUWIM3ALIASA OTXO10B
B cOOTBETCTBHH C JTOKAIBHBIMH TPEOOBAHMAMH.
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ACCENT-200 AMYLASE

PROGRAM NA ANALIZATORY / APPLICATION for / AJANITAIUSA nisi:

e ACCENT S120

e ACCENT-200 e ACCENT-220S
Parameters Parameters
Test Name AMYL R1 250
Test No 17 R2 Test AMYL R1 250
Full Name Amylase Sample Volume 5 No 17 R2
Reference No | 17 R1 Blank Full Name Amylase Sample Volume 5
Analy. Type | Kinetic Mixed Reag. Blank Standard No | 17 R1 Blank
Pri. Wave. 405 nm Concentration 84 1750 Reac. Type | Kinetic Mixed Rtg. Blank
Secon. Wave. | 670 nm Linearity Limit 0.2 Pri. Wave. 405 nm Linearity Range 7.5 1900
Trend Ascending Substrate Limit Sec. Wave. | 670 nm Linearity Limit 0.2
Reac. Time |4 | 23 Factor Direction Increase Substrate Limit
Incuba. Time |:| Prozone check Reac. Time |4 | 23 Factor
Unit U/l Incuba. Time |:| Prozone check
Precision Integer ql I:I q2 l:l q3 \:| q4 \:l Unit ui
Precision Integer ql I:I q2 l:l q3 \:I q4 \:I
PC | | Abs]| |
PC | | Abs]| |
Calibration Rule Calibration Rule
Rule Multi-point Linear Rule Multi-point Linear
Sensitivity 1 Sensitivity 1
Replicates 3 Replicates 3
Interval (day) 3 Interval (day) 3

Difference Limit

SD

Blank Response

Error Limit
Coefficient

6
0
0
0 [50000
0
0

e ACCENT-200 II GEN

Difference Limit

SD

Error Limit

Coefficient

6
0
0
Blank Response [0 [ 50000
0
0

Chem [AMY | No.[ 017 Sample Type
Chemistry [ AMYLASE | Print name
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [405 nm ] Sec Wave
Unit [ U/L | Decimal
Incubation Time II'
Blank Time | | [ ] Reaction Time E
Stndand ’imr;lc Vol L Aspirated L Diluent . Rca;i%nt VoluL
Decreased | 3 JuL | 20 JuL | 180 R2 I:I uL
Increased | JuL | JuL [
l:l Sample Blank Auto Rerun
Linearity range (Standard) [35 | 1700 | Linearity Limit [ 0.2 |
Linearity Range (Decreased) [ ] [ | Substrate Depletion [ 40000 |
Linearity Range (Increased) \ ] ] Mixed Blank Abs 40000 ] [—40000 ]
Rl Blank Abs 40000 ] [__40000__] On-board Stability ] Dav(s)
Blank Response [ -40000 ] [ 40000 ] Reagent Alarm Limit \:’
Twin Chemistry | ] :I Enzvme Linear Extension
:l Prozone Check
oo 1 oo [——1 wvi 1L o3| | o4 | | ove [ [
os 1 os [ v3 1L Jeral | pc2 | | I
\:l Sample Pretreatment \:’ Control Pretreatment \:l Calibrator Pretreatment
[ | Pretreat Sample Vol I:l uL Pretreat Sample Vol I:l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear ] l:l Bottle Changed
Factor \:l Renlicates \:l Lot Changed
[ calTime
ACCEPTANCE LIMITS
Cal Time l:l Hour
Slope Diff [ ] sp [ ]
Sensitivity \:l Reneatability

Deter Coeff l:l

Parameters

Test Name AMYL R1 250

Test No 17 R2

Full Name Amylase Sample Volume 5
Reference No | 17 R1 Blank

Analy. Type | Kinetic Mixed Reag. Blank

Pri. Wave. 405 nm Concentration 12.5 | 1200
Secon. Wave. | 670 nm Linearity Limit 0.2

Trend Ascending Substrate Limit

Reac. Time |4 | 23 Factor

Incuba. Time |:| Prozone check

Unit U/l

Precision Integer ql I:I q2 l:l q3 \:I q4 \:l

Calibration Rule
Rule

Sensitivity
Replicates
Interval (day)
Difference Limit
SD

Blank Response
Error Limit
Coefticient

PC | | Abs| |

Multi-point Linear

1

3

3

6
0
0
0 [50000
0
0

ACCENT-200 AMYLASE

e BS-120
Parameters
Test AMYL R1 250
No 17 R2
Full Name Amylase Sample Volume 5
Standard No | 17 R1 Blank
Reac. Type | Kinetic Mixed Rtg. Blank
Pri. Wave. 405 nm Linearity Range 8.5 2100
Sec. Wave. | 670 nm Linearity Limit 0.2
Direction Increase Substrate Limit
Reac. Time |4 | 15 Factor
Incuba. Time | 16 |:| Prozone check
Unit un
Precision Integer ql I:I q2 l:l q3 \:I q4 \:I

Calibration Rule
Rule

Sensitivity
Replicates
Interval (day)
Difference Limit
SD

Blank Response
Error Limit
Coefficient

51_03_03_009 05

PC | | Abs| |

Multi-point Linear
1

3

0

0

0 [50000

0

0
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ACCENT-200 AMYLASE

e ACCENT MC240

\:| Sample Pretreatment

Chem [AMY | No.[ 017 | Sample Type
Chemistry [AMYLASE ] Print name
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [412 nm | Sec Wave
Unit [U/L | Decimal
Incubation Time lIl
Blank Time [ ] [ ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard l—g—l M l_p—l wl [ L RI uL
Decreased | 3 ] u [ 20 JuL  [_180  JuL R Ju
Increased [ [ u [ Jur [ ] uL
I:l Sample Blank
Linearity range (Standard) [17 | 1760 | Linearity Limit [ 0.2 |
Linearity Range (Decreased) | | | | Substrate Depletion | 35000 |
Linearity Range (Increased) [ o ] Mixed Blank Abs [___-35000 35000
RIBlank Abs [ 35000 ] [ 35000 ] On-board Stability | Dav(s)
Blank Response 35000 |  [__35000 ] Reagent Alarm Limit [ ]
Twin Chemistry [ ] l:l Enzvme Linear Extension
:| Prozone Check
oo [ 02 C— 1 vi [ o3| ] o4 | ] v2 ] ] 1
os [ 1 06 C— 1 va [ 7 ecr | ] pc2 | ] [ ] 1

I:l Control Pretreatment I:| Calibrator Pretreatment

] Pretreat Sample Vol \:| ul Pretreat Sample Vol :| ul

Deter Coeff \:’

CALIBRATION SETTINGS AUTO CALIBRATION

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

Factor \:| Replicates |:| Lot Changed
|:| Cal Time

ACCEPTANCE LIMITS

Cal Time \:| Hour

Slove Diff  [_] sp [ ]

Sensitivitvk' ]  Reveatability [ 35000 ]

ACCENT-200 AMYLASE
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e ACCENT M320

1 sample Pretreatment
[ ]

CALIBRATION SETTINGS

Math model | Multi- point linear |
Factor I:| Replicates
ACCEPTANCE LIMITS

Cal Time \:| Hour

Slope Diff  [___] sp [ ]
Sensitivity | Repeatability

Deter Coeff \:|

Chem [AMY ] No. | 017 | Sample Type
Chemistry [AMYLASE | Print name
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [412 nm | Sec Wave
Unit [ULL | Decimal
Incubation Time \El
Blank Time [ ] [ ] Reaction Time
Standard Samp}le Vol » Aspirated L Diluent L . Rea2i%nt VoluL
Decreased | 3 | 20 JuL [ 180 JuL R JuL
I d[ I JuL [ ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) [ 3 | 1800 | Linearity Limit [ 02 |
Linearity Range (D d) | | | | 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 [ ] :’ Enzvme Linear Extension
[ Prozone Check
oo 1 o [ 1 wvi [ J[CJo 7 o0¢s 1 v [_1[C]
os 1 oo [ 1 v ][ Jprar [ Joprc2 [ 1] I Iy

:I Control Pretreatment l:| Calibrator Pretreatment
Pretreat Sample Vol \:| uL Pretreat Sample Vol \:| uL

AUTO CALIBRATION
|:| Bottle Changed
[ Lot Changed
|:| Cal Time

ACCENT-200 AMYLASE

Data wydania / Date of issue / laTa co3xanus:. 10. 2023.
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