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PRESTIGE 241 LQ AMYLASE

Nr kat. 4-255, 4-455 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania aktywnosci a-amylazy,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach biochemicznych: Prestige 24i, Biolis 24i,
Prestige 241 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

a-Amylaza jest enzymem trawiennym wydzielanym przez
§linianki i trzustkg¢. Niewielkie jej ilosci znajduja si¢ takze
w mig$niach szkieletowych, tkance tluszczowej i jajowodach.
o-Amylaza jest oznaczana glownie w diagnostyce chorob
trzustki. Wzrost aktywno$ci enzymu obserwuje si¢ takze

ZASADA METODY

2-chloro-4-nitrofenylo-a-maltotriozyd (CNP-G3) jest
bezposrednim substratem dla o-amylazy, umozliwiajacym
pomiar aktywnosci tego enzymu bez koniecznosci stosowania
enzymow pomocniczych.

10 CNP-G3 a-amylaza 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 a-amylazy.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-255 Nr kat. 4-455

(statyw-24) (statyw-36)
1-REAGENT 4 x 60 ml 10 x 25 ml
Tlo$¢ testow
Prestige 24i 880 900
Biolis 24i Premium 1090 1100
Biolis 30i 1090 1090

Odczynnik przechowywany w temp. 2-8°C zachowuje trwatos¢
do daty waznosci podanej na opakowaniu. Odczynnik
przeechowywany na podktadzie aparatu w temp. 2-10°C jest
stabilny przez 8 tygodni (Prestige 24i) lub 12 tygodni (Biolis
24i Premium, Biolis 30i).

Stezenia skladnikow w odczynniku

bufor MES <120 mmol/l
octan wapnia < 7mmol/l
wodorotlenek potasu <40 mmol/l
tiocyjanian potasu < 1100 mmol/l
2-chloro-4-nitrofenylo-a-maltotriozyd <2 mmol/l

konserwant, stabilizator

PRESTIGE 24i LQ AMYLASE

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiattem stonecznym!

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

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

= 1-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 pluka¢ woda
przez kilka minut. Wyja¢ soczewki kontaktowe, jezeli sa
i mozna je fatwo usunaé. Nadal ptukac.

MATERIAL BIOLOGICZNY

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

Nie stosowa¢ antykoagulantow: EDTA, cytrynianow
i szczawiandw, poniewaz hamuja aktywnos¢ amylazy.
Surowica / osocze moga by¢ przechowywane przez 7 dni
w temp. 15-25°C lub przez miesigc w temp. 2-8°C.”

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

1-REAGENT jest gotowy do uzycia.

1-REAGENT nalezy ustawi¢ w pozycji podstawowej w
statywie odczynnikowym.

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

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

Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresow ~ wartosci  prawidtowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewnetrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dotacza¢ 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 oznaczefn w moczu.
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Do kalibracji analizatorow automatycznych, nalezy stosowaé
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;
5-176) i LEVEL 2 (Nr kat. 5-175;5-177).

Krzywa kalibracyjna powinna by¢ sporzadzana co 8 tygodni
(Prestige 24i, Biolis 24i Premium) lub 12 tygodni (Biolis 30i),
przy kazdej zmianie serii odczynnika lub w razie potrzeby np.
jesli warto$ci 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 r6zni¢ si¢ od podanych.
= LoB (granica §lepej proby):

1,1 U/1 (0,018 pkat/1)

= LoD (granica wykrywalnosci):
1,7 U/1 (0,028 pkat/1)

= LoQ (granica oznaczalnosci):
4,5 U/1(0,075 pkat/l)

= Liniowos¢:
do 2300 U/1 (38,3 pkat/l)

= 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) n = 20 [u/n] [UN] [%]
poziom 1 70,4 0,97 1,38
poziom 2 433,7 3,96 0,91
Odtwarzalno$é Srednia SD CcvV

(day to day) n = 80 [un [unj [%]
poziom 1 69,2 2,88 42
poziom 2 440,0 14,70 3,3

= Poréwnanie metody

Porownanie wynikoéw oznaczen amylazy wykonanych
na Biolis 30i (y) i na BS-800 (x), z uzyciem
60 probek surowicy, dato nastgpujace wyniki:

y=1,0142 x — 5,8464 U/1;
R=0,999 (R — wspolczynnik korelacji)
Porownanie wynikoéw oznaczen amylazy wykonanych
na Biolis 30i (y) i na BS-800 (x), z uzyciem
62 probek moczu, dato nastgpujace wyniki:

y=1,0214 x — 7,6945 U/1;
R=1,000 (R — wspolczynnik korelacji)
UTYLIZACJA ODPADOW

Postgpowac zgodnie z aktualnymi przepisami.
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Cat. No 4-255, 4-455 (EN)

INTENDED USE

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

a-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. o- 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 ai-amylase activity, which does
not require the presence of ancillary enzymes.

10 CNP-G3 %-2mylasg 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
Cat. No 4-255 Cat. No 4-455
(24-TRAY) (36-TRAY)
1-REAGENT 4 x 60 ml 10 x 25 ml

The reagent when stored at 2-8°C is stable up to expiry date
printed on the package. Stability on board of the analyzer
at 2-10°C: Prestige 24i - 8 weeks, Biolis 24i Premium -
12 weeks, Biolis 30i — 12 weeks.

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-a-maltotrioside <2 mmol/l

preservative, stabilizer

Warnings and notes

=  Protect from direct sunlight!

=  Prevent the reagent from microbiological contamination
and from saliva and sweat o-amylase! Saliva and sweat
contain a-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.

= ]-REAGENT meeting the criteria for classification
in accordance with Regulation (EC) No 1272/2008.

PRESTIGE 24i LQ AMYLASE

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.

1-REAGENT put on basic position in reagent tray.
For reagent blank deionized water is recommended.

REFERENCE VALUES #

serum / plasma U/l ukat/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 systems
the CORMAY MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
is recommended.

The calibration curve should be prepared every 8 weeks
(Prestige 24i, Biolis 24i Premium) or 12 weeks (Biolis 30i),
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
analyzer Biolis 30i. Results may vary if a different instrument
or a manual procedure is used.

= LoB (Limit of Blank):
1.1 U/1(0.018 pkat/l)

= LoD (Limit of Detection):
1.7 U/1(0.028 pkat/l)
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=  LoQ (Limit of Quantitation):
4.5 U/1(0.075 pkat/l)

= Linearity:
up to 2300 U/1 (38.3 pkat/l)

= 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) n = 20 [u/n] [UN] [%]
level 1 70.4 0.97 1.38
level 2 433.7 3.96 0.91
Reproducibility Mean SD CcvV

(day to day) n = 80 [un [un [%]
level 1 69.2 2.88 42
level 2 440.0 14.70 3.3

=  Method comparison

A comparison between amylase values determined at Biolis 30i
(y) and at BS-800 (x) using 60 serum samples gave following
results:

y=1.0142 x — 5.8464 U/1;
R=0.999 (R — correlation coefficient)

A comparison between amylase values determined at Biolis 30i
(y) and at BS-800 (x) using 62 urine samples gave following
results:

y=1.0214 x — 7.6945 U/1;
R=1.000 (R — correlation coefficient)
WASTE MANAGEMENT

Please refer to local legal requirements.

PRESTIGE 24i LQ AMYLASE
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Kar.Ne 4-255, 4-455 (RUS)

HPEANOJIATAEMOE UCIIOJIb30BAHUE
JluarHoctuueckuit HaGoOp Ui ONpEAENeHHS AKTUBHOCTH
0-aMUIIa3bl, HpeHa3HauYCH JUTS HCIIONIb30BaHHS
Ha aBTOMAaTHYeCKNX OMOXMMMYECKHMX aHanu3aTtopax: Prestige
24i, Biolis 24i, a Taroke Prestige 24i Premium, Biolis 24i
Premium u Biolis 30i.

PeareHThI JOMKHBI HCIOJIB30BATHCA TOJNBKO JUIA MArHOCTHKH
in vitro, KBaIA(QHIMPOBAHHBIM J1A0OPATOPHBIM IEPCOHANIOM,
B IemAX, U KOTOPBIX ~ OHH  NpeJHa3Ha4YCHBI,
B COOTBETCTBYIOIHX J1a00PATOPHBIX YCIOBUSIX.

BBEJEHHUE

O-aMMIa3a — MUIIEBOI (PEPMEHT, CeKPETUPYEMBIil CIIFOHHBIMU
JKelne3aMH W TOKETyJOYHOH kene3od. B HeGompimx
KOJIMYECTBAX OHA MPUCYTCTBYET TAKKE B CKEJIETHBIX MBIIIIAX,
KUPOBOH TKaHM M (aironueBblXx TpyOax. AKTHBHOCTH
0-aMHIa3bl M3MEHSAETCS B OCHOBHOM IIPM  IaTOJIOTHAX
MOJUKETyJOYHOH  skene3bl.  ITOBbIIGHHE — AKTUBHOCTH
XapaKTEePHO TAKKe [T BOCTIATUTEIBHBIX IIPOIECCOB OPIOIIHOM
TI0JIOCTH HUJIM CIIFOHHBIX KEJIC3.

MPAHIMITI METOJA
2-XJ10p0-4-HUTPOPEHMI-0-MATBTOTPHO3HL (CNP-G3)
SIBIISICTCS IPSIMBIM CyOCTPaTOM JUIsl ONPEACIICHUS aKTHBHOCTH
o-aMmIasbl, ¥ He TpeOyeT NPHCYTCTBHS BCIIOMOTIATENIBHBIX
(epMeHTOB.

10 CNP-G3 Wﬁ 9 CNP + CNP-G2 + 9 mansToTpHO3a + TTI0KO3a

CkopocTs 00pa3oBanus 2-X10po-4-HUTpOeHOIa, U3MEPEHHAS
Ha 405 HM, IPSIMO NPONOPLUHOHAILHA AKTHBHOCTH O-aMHIIA3bI.

PEATEHTBI
CocraB Habopa
Kar.Ne 4-255 Kat.Ne 4-455
(rraTus-24) (wrraTuB-36)
1-REAGENT 4 x 60 M 10 x 25 mn

IIpu temneparype 2-8°C, peareHT coxpaHseT CTabHIbHOCTH
B TEYCHHU BCETO CPOKA I'OJHOCTH, YKa3aHHOIO Ha YIAKOBKE.
CrabuibHocTh Ha 60pTy aHanu3aropa mpu 2-10°C cocrtaBnser:
quist Prestige 24i - 8 Henens, Biolis 24i Premium - 12 Henels,
Biolis 30i - 12 Henens.

KoHueHTpauuu KOMIOHEHTOB B peareHre
MES 6ydep

aleTaT KaJblus

THAPOKCH]L KaJIHs

THOIIMAHAT KaJus
2-X710p0-4-HUTPODECHMII-0-

MaJIbTOTPUO3U[L

cTabUIN3aTOPBI U KOHCEPBAHTBL

< 120 mmous/n
<7 MMOJB/I
<40 MMOJIB/TT
<1100 Mmmoub/n

<2 MMOIB/TT

PRESTIGE 24i LQ AMYLASE

Tpenynpesxaenus ¥ NpAMevaHust
= JIpenoXpaHATh OT NPAMBIX COHEUHBIX JIyyeit!
= IlpenoxpaHsiTb oT 3arps3HeHUS mukpodopoit
M O-aMHIa30H, coJepikauielics B CIIOHE M IIOTOBBIX
BoiieneHusx! CIIFOHAa M TOTOBBIC BBIACNCHUS COIEpXKAT
a-amMuiaasy. M3beraiite KOHTAaKTa KOXH C peareHTeM,
obpa3namy, HaKOHEYHHKaMH, KioBeTaMmu. Mcmounb3yiite
ABTOMATUYECKUE J03aTOPhI U IIEPYATKHU.
= BHuMaTensHO MpOYMTaWTe MAacmopT  0e30MmacHOCTH
xuMuueckoi npoxykiun (MSDS), koTopblii comepxuT
noapobHyo uHMOpManMI O IpaBWiIax 0e30macHoOro
XpaHEHHUs U UCII0JIb30BaHUs TOBapa.
= 1-REAGENT co0TBEeTCTBYET KPUTEPUSIM KIaCCH(PHKALHN
coriacHo noctaHosnenuto (EC) Ne 1272/2008.
Buumanue
H319 Bei3biBaet cepbE3HOE pazapakeHue rias.
P280 Ilosp3oBaThCs 3alUTHBIMU IIEpPUYATKAMH,
3aLIMTHON OIEKI0M, CPeACTBAMM 3alUTHI a3
WM JTUIIA.
P305 + P351 + P338 Ilpu momaganuu B ruasza: OCTOPOXKHO
TIPOMBITh TJIa3a BOJOW B TEUCHHE HECKOIBKMX MHHYT. CHATH
KOHTAKTHBIC JIMH3bI, €CJIM BbI MOJIB3YECTECh UMU U €CJIM 3TO
JIeTKO caenaTh. IIpoJoKUTh MPOMBIBAHHE T'J1a3.

BUOJIOTUYECKHA MATEPUAAJL

ChIBOpOTKAa MM TeNapHHHU3MPOBaHHAs IUIa3Ma 6e3 ciesjoB
ChIBOpOTKa WM IUIa3Ma KPOBH COOpDAaHHOH Ha TIemapuH,
0e3 cie0B reMon3a, Mova.

He ucnone3oBats antukoaryisutel: DJITA, coseit MMoHHON
W IIaBeJIeBOI KHCIIOTHI, TaK KaK OHH HHIHOMPYIOT aKTUBHOCTh
aMUJIa3kl.

ChIBopoTKa / TIuUIa3Ma MOTYT XpaHHTbCS 7 JHEH IpH
temt. 15-25°C qmbo mecsiy ipu temrr. 2-8°C.7

Moua MoxeT XpaHuTbCd 2 aHA npu  Temn. 15-25°C
60 10 gmeii npu  Temm. 2-8°C.° Awmuiasa KpaiiHe
HecTabWiIbHA B Moue ¢ kucibiM pH. ITepen XxpaHeHneM o6pasua
nosect pH npumepHo 10 7,0.

Tem He MeHee PEKOMEHIYETCs NPOHM3BOJUTH HCCIIEIOBAHMS
Ha CBEXKEB3ATOM OHMOJIOrMYeCKOM Matepuae!

MPOLEAYPA ONIPEJAEJIEHUA

1-REAGENT rotoB k HCIIOJIb30BaHHIO.

1-REAGENT cneayer ycTaHOBHTh Ha IUTATUB B IO3HLHH
OCHOBHOT'O PEarcHTa.

B kadecTBe OiaHK-pearcHTa PEKOMEHAYETCs HCIONB30BaTh
JICHOHN30BaHHYIO BOJLY.

PE@EPEHTHBIE BEJIMYUHBI

CBIBOPOTKA / IIIa3Ma En/n MKKaT/J1
20104 0,34-1,77

Moua En/n MKKAT/JI
32-641 0,54 - 10,90

Kaxnoit maboparopun peKOMEHIYeTCs YCTAHOBUTH CBOM
COOCTBEHHbIE HOPMBI, XapakTepHble Juisi 00CiIexyeMoro
KOHTHHI'CHTA.
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KOHTPOJIb KAYECTBA

Jlisi BHYTpEHHEro KOHTpOJS KauecTBa, U KaXKIOU CepHH
U3MEpeHHH, pekoMeHayercs ucnomb3oBath: CORMAY
SERUM HN (Kar. Ne 5-172) u CORMAY SERUM HP
(Kar. Ne 5-173) -mpu__ WcclielOBaHUM _ CBIBOPOTKH;
CORMAY URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
u LEVEL 2 (Kar. Ne 5-162) - mpu ucclieOBaHHM MOYH.

Jns KanuOpoBKU ABTOMAaTHYECKHUX AHAIM3aTOPOB
peKOMEeHIyeTCs HCTIONIb30BATh CORMAY
MULTICALIBRATOR  LEVEL 1 (Kar.Ne 5-174)

u LEVEL 2 (Kar.Ne 5-175).

KamGpoBo4HYI0 KpHBYIO CIIEIyeT COCTaBIATh KaXIble
8 nenennb (Prestige 24i, Biolis 24i Premium) wim 12 Henensb
(Biolis 30i), mpu kakmoW CMEHe JOTa peareHTa Wi, eCiu
Pe3yNIbTaThl KOHTPOJIS KQUecTBa HE MOMAfaioT B ped)epeHTHbIH
JIManasoH.

XAPAKTEPUCTHUKHA ONPEJAEJIEHUST

DTH METPOJIOrHYECKHEe XapaKTePHCTHKU OBLIN MOJTyYCHBI IPU
HCIIOJIb30BAHUH ABTOMATHYECKOro anaim3aropa Biolis 30i.
PesynbraThl, MONydYeHHblE HA APYTHX aHAIM3ATOPAX HIH
BPY4YHYIO, MOTYT OTJINYaThCs!

= LoB (npenen 6;1aHKa):
1,1 En/n (0,018 mrkat/im)

= LoD (npeaes o0Hapy:keHHs1):
1,7 En/n (0,028 mxkat/m)

= LoQ (mpeses KOJIM4ECTBEHHOI0 ONPe/e/IeHHs):
4,5 En/n (0,075 mxxat/m)

= JIuHeiiHOCTh:
10 2300 En/n (38,3 Mkkat/m)

*  Cneunpuunocts / UuTepdepenuun

T'emornobun 1o 2,5 r/mn, ackopbar no 62 mr/mn, Guaupy6Oun
no 20 mr/an u Tpurimuepuast o 1000 mr/mm He BIMSIOT
Ha pe3yJbTaThl ONPe/ICICHIH.

=  TouyHocTh

TloBTOpsieMOCTH Cpennee SD CvV
(Mexy cepusimu) n = 20 (%ﬂ/ m (En/m) (%)
ypoBeHs 1 70,4 0,97 1,38
YpOBEHb 2 433,7 3,96 0,91
BocnpousBoaumocts Cpennee SD CV
(u30 nus B 1enb) n = 80 &ﬂ/ﬂ) (Ex/m) (%)
yposeHs 1 69,2 2,88 42
YpoBeHb 2 440,0 14,70 33
= CpaBHeHHe MeTOJa
CpaBHEHHE  PE3YIbTATOB OIIpe/IeTICHHUS O-aMuIIasbl

npomsBegeHHblx Ha Biolis 30i (y) u ma BS-800 (x)
¢ ucnonb3oBanueM 60 Opa3LoOB CHIBOPOTKA A0 CIIETYIOIHE

Pe3yIbTaThL:
y=1,0142 x — 5,8464 En/m;

R=10,999 (R — k03 duimenT Koppensimm)
CpaBHeHHe pe3yIbTaToB OIpeseIeHHs Ol-aMUIa3bl

npousBegeHHbix Ha Biolis 30i (y) u ma BS-800 (x)
¢ HCcroNb30BaHMEM 62 OpasloB MoYa a0  ClEAYIOIIHe

Pe3yIbTaThL:
y=1,0214 x — 7,6945 En/m;
R = 1,000 (R — k03 duimenT Koppensimm)
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= Prestige 24i Premium, Biolis 24i Premium

PRESTIGE 241 LQ AMYLASE

PROGRAM NA ANALIZATORY / APPLICATION for /ANATITALMS pasi:

=  Prestige 24i, Biolis 24i

Item name | 14 | AMYL ‘
Data information Calibration
Units | U/L ‘ 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 CNP-G3 Male Female
Low High Low High
Corr Serum 20 104 20 104
[ Inter | Urine 32 641 32 641
Y= X+ [ 0.000 | Plasma 20 104 20 104
CSF
Dialysis
Other
Item name 14 [ AMYL |
Aspiration Data Process
Kind ‘ Single | Read Absorbance Limit
Start End [ Low [ -0.100
Volume [ Main 20 30 [ High [ 2.000
Sample 5 ‘ Sub
Reagentl 250 pl
Reagent2 Factor |Endpoint Limit |2.100
‘Blank correction | | |Linea.r Check (%) |90
Third Mix. | OFF | Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Dil2
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 3.000 | [ First
Second Low
Third Low
Item name |14 | AMYL |
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 53 1500
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i LQ AMYLASE
51_03_05_009_04
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Item No. 14 Item Name AMYL Optical
Data information Calibration
Units [ UL | Type [ Linear2
Decimals | 1 | Std sample conc.
Blank 0 #1 [+ [#2 [+
Analysis #3 #4 | [ #s |
Type RATE method #6
Main Wave Length 405nm
Sub Wave Length 660nm
Method CNP-G3
Correlation
Slope Intercept
Y=|1 X+ 10
Item No. 14 Item Name AMYL | Optical
Aspiration Data Process
Kind [ Single Read Start End
Vol. Main 20 30
Kind Vol. Add Units Sub
Sample 3 5 ul
Reagent 1 200 10 ul Abs.Limit Low High
[-0.1 ~ [2
Blank value Correction value
Water Blank | Blank correction
End Point Limit 2.1
Reaction Monitor Linear Check (%) 10
0 Level Point | 1 |
Span | 3 | Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 14 Item Name AMYL Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 20 104 20 104 Serum
Urine 32 641 32 641 Urine
Plasma 20 104 20 104 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 14 Item Name AMYL ‘ 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 2.5 1500
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Dil2
Other
PRESTIGE 24i LQ AMYLASE str. / page / ctp. 8/9
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=  Biolis 30i
Item no 14 Item name AMYL Specimen ‘ SERUM/PLASMA/URINE OPTICAL
Data information Aspiration volume
UNITS [ U/L | [TyPE [ Single
DECIMALS | 1 |
SAMPLE | REAGENT 1 | REAGENT 2
Analysis [ vOL. (uL) 3 200
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= [ o | MAIN 17 27
SUB
Blank value
*WATER | ° REAGENT | [ABSLIMIT
-0.1 | TO 2
Calibration
TYPE | Linear 2 | Collection value
STABILITY | | [ ENDPOINT [25 |
| LINEARITY CHECK (%) | 90 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
MEAN [
LOW VARIATE |
Item No 14 Item Name AMYL Specimen ‘ SERUM/PLASMA/URINE | OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ *ON [ °OFF |
LOW | HIGH LOW | HIGH
20 | 104 20 104 Auto rerun range (conc.)
| Re | Value | Dil. | Re | Value | Dil.
Panic range | | 4.5 | | | 2300 |
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 [«OoFF | [ °ON [ «OFF

PRESTIGE 24i LQ AMYLASE
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