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Kit name Cat. No
Liquick Cor-AMYLASE 500 1-314
Liquick Cor-AMYLASE “bulk” 1-283

INTENDED USE

Diagnostic kit for determination of a-amylase activity intended
to use both for manual assay and in several automatic analyzers
according to their service manual.

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-a-maltotrioside (CNP-G3) is a direct
substrate for determination of a-amylase activity, which does
not require the presence of ancillary enzymes.

10 CNP-G3 9-amylasg g 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 0-amylase activity.

REAGENTS
Package
- Liquick Cor-
Liquick Cor-
AMYLASEs00 ~ AMYLASE
“bulk
1-AMYLASE 4x 500 ml -

*reagent volume is printed on the label.

Working reagent preparation and stability

Reagent is ready to use.

The reagent when stored at 2-8°C is stable up to expiry date
printed on the package. The reagent is stable for 12 weeks on
board the analyser at 2-10°C.

Concentrations in the test

MES buffer 100 mmol/1
calcium acetate 6 mmol/l
potassium hydroxide 30 mmol/1
potassium thiocyanate 900 mmol/1
2-chloro-4-nitrophenyl-a-maltotrioside 2.27 mmol/l

preservative, stabilizer

Warnings and notes

=  Protect from direct light.

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

Liquick Cor-AMYLASE

contain O-amylase). Do not pipette by the mouth, avoid
skin contact with reagent, specimens, tips, cuvettes. Ensure
to use automatic pipettes and laboratory gloves.

= The reagents are usable when the absorbance of the
working reagent is less than 0.140 (read against distilled
water, wavelength A=405 nm, cuvette 1 = lcm, at temp.
25°C).

ADDITIONAL EQUIPMENT

= automatic analyzer or photometer able to read at 405 nm;
= thermostat at 37°C;

= general laboratory equipment.

SPECIMEN

Serum, heparinized plasma free from hemolysis, urine.

Do not use EDTA, citrate and oxalate as anticoagulants because
of amylase activity inhibition!

Urine — before storage pH should be adjusted to about 7.0.
Amylase activity remains stable in specimen up to 7 days at 15-
25°C or up to 2 months at 2-8°C.

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

PROCEDURE
Applications for them are available on request.

Manual procedure

wavelength 405 nm
temperature 37°C
cuvette 1cem

Pipette into the cuvette:

[1-AMYLASE [ 1000 ul |
Bring up to the temperature of determination. Then add:
| sample 20 pl |

Mix and incubate at adequate temperature. After about 1 min.
read the absorbance against air or water. Repeat the reading
after exactly 1, 2 and 3 minutes. Calculate the mean absorbance
change per minute (AA/min.).

If AA/min exceeds 0.400, dilute the sample with 0.9% NaCl in
the ratio of 1 to 4 and repeat the assay. Multiply the result by 5.

Calculation
a-amylase activity [U/l] = AA/min. x 3498
a-amylase activity [ukat/l] = AA/min. x 58.3

REFERENCE VALUES #
serum / plasma un pkat/1
20104 0.34-1.77
urine u/n pkat/
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:
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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 analysers systems the
CORMAY MULTICALIBRATOR LEVEL 1 (Cat. No 5-174;
5-176) or LEVEL 2 (Cat. No 5-175; 5-177) is recommended.
The calibration curve should be prepared every 8 weeks, 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
analyser Biolis 24i Premium. Results may vary if a different
instrument or a manual procedure is used.

= Sensitivity: 2.5 U/1 (0.042 pkat/l).

=  Linearity: up to 1500 U/l (25 pkat/1).

= 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 CvV

(run to run) n = 20 [U/1] [U/1] [%]
level 1 57.84 0.49 0.85
level 2 379.68 4.71 1.24
Reproducibility Mean SD CcvV

(day to day) n = 80 [u/1] [u/1] [%]
level 1 56.13 0.90 1.60
level 2 379.77 7.68 2.02

=  Method comparison

A comparison between amylase values determined at Biolis 24i
Premium (y) and at Prestige 24i (x) using 100 samples gave
following results:

y = 1.0039 x + 0.2956 U/I;
R =0.9982 (R — correlation coefficient)
WASTE MANAGEMENT

Please refer to local legal requirements.
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HNPEANOJATAEMOE UCITIOJIb30BAHUE
JluarHoctHyecknii HabOp JUIA ONpeieIeHHs aKTHBHOCTH
0-aMHUJIa3bl, KaK U MaHyaJbHOTO ONpENENCHMs, TaK U JUIs
OIpe/IeTICHNUI TPU MOMOLIN AaBTOMATHYECKHX aHATU3aTOPOB.
Pearentst JOJDKHBI UCIIOIB30BAThCS TOJIBKO IJII TUArHOCTHUKH
in vitro, KBaIM(HUIPOBAHHBIM JITA0OPATOPHBIM MEPCOHATIOM, B
IeNsX, JUI KOTOPBIX OHHU IPEHA3HAYCHBI, B COOTBETCTBYFOIIUX
11ab0paTOPHBIX YCIOBHUSIX.

BBEJEHHUE

O-aMMIa3a — MUIIEBOM (PEPMEHT, CEKPETUPYEMBIH CIIFOHHBIMU
JKeNe3aMH ¥ TODKEINTY/IOUHOW okene3oil. B HeGOIbIIMX
KOJIMYECTBAX OHA MPUCYTCTBYET TaKXKEe B CKEJIETHBIX MBIIIIIAX,
JKHPOBOH TKaHW W (ayUIonueBbIX TpyOax. AKTHBHOCTH O-
aMuIIa3bl HU3MECHSCTCA B OCHOBHOM npu MaTOJIOTHUIX
TIOJKEITY JOYHO JKee3bl. IToBpIIEHNE AKTUBHOCTH
XapaKTEePHO TAKKe [UISl BOCHAIMTEIbHBIX IPOLIECCOB OPIOIIHON
TIOJIOCTH MJIM CIIFOHHBIX JKEJIe3.

HPUHIMII METOJA
2-x710p0-4-HuTpOoheHnl-a-MaIBbTOTPHO3H T (CNP-G3)
SABJIACTCA NPAMBIM Cy6CTpaTOM JUIsL ONIPENICIIEHUST aKTUBHOCTH
a-aMMIIa3el, ¥ He TPeOyeT NPHCYTCTBHS BCIOMOTATEIbHBIX
(dbepmenToB.

10 CNP-G3_2 M3 9 CNP + CNP-G2 + 9 MansToTpHo3a +

TJIIOKO3a

CkopocTb 00pa3oBaHus 2-XJI0po-4-HUTPOdEHOIA, H3MEPEHHAS
Ha 405 HM, IPSIMO MPONOPLUOHATFHA AKTUBHOCTH a-aMHJIa3bl.

PEAKTHUBBI
CocraB Hadopa
Liquick Cor- Liquick Cor-
AMYLASE 500 AMYLASE “bulk”
1-AMYLASE 4 x 500 ma -

*00bEM peareHTa HarleyaTaHblii Ha ITHKETKE.

IpuroroBiieHne U MPOYHOCTH PaG0Ouero peakKTHBA.
PeareHT rotoB K ynorpe6ieHuo.
[Ipu Temnepatype 2-8°C, peareHT coxpaHsieT cTaOMIBHOCTh
B TEUEHHE BCETO CPOKA TOJTHOCTH, YKa3aHHOTO Ha yITaKOBKE.
CrabunbHocTh Ha OopTy aHamuszaropa mnpu  2-10°C
cocraBisier 12 Henens.

KoHueHTpauuu KOMIIOHEHTOB B peareHTe
MES 6ydep

aleTaT KalbIus

TUJIPOOKHCH KA

THOIMAHAT KaJIUs
2-X110p-4-HUTPODEHMII-01-
MaJlbTOTPUO3U]
cTabMIN3aTOPbl U KOHCEPBAHTHI

< 120 mmomb/1
<7 mMon/

< 40 mmonb/n

< 1100 mmouns/n

< 2 MMOIIB/1

Liquick Cor-AMYLASE

IpenynpesxaeHusi ¥ NpUMeYaHHst

=  3amumarb OT CBeTa.

= [IpenoxpaHATh OT 3arps3HEHHs MHUKPOQIOpod H a-
aMWJIa30i, COZIepIKallelcss B  CIIOHE ¥ TOTOBBIX
BbIJICNIEHUsIX (CIIIOHA U TIOTOBBIE BBIIEIICHHUS COIEPIKAT a-
ammitasy). Ms0eraiite KOHTaKTa KOXH C pearcHTamu,
obpa3iamu, HaKOHEYHHKaMHM, KIOBeTaMH. lcmomnb3yiite
ABTOMATHYECKHE JI03aTOPbI H MEPYATKH.

=  PeakTuB He TOJCH K yIOTpeOICHHIO, Kora Kod)GUIHEeHT
TMOTJIOIIECHUS MpeBbIIIaeT 0,140 (u3MepeHue
OTHOCHUTENBHO JHUCT. BOABL, NMpHU JutnHe BonHbl 405 HM, B
kioBere 11 = lcm, npu remneparype 25°C).

JONOJHUTEJBbHOE OBOPYTOBAHUE

"  aBTOMATHYECKHH aHaJIM3aTop 1160 doromerp,
MO3BOJISIIOIINI CHUMATh IOKa3aHUs PU JUTHHE BOJIHBI 405
HM;

= Ttepmocrat Ha 37°C;

= obmee o6opyaoBanue 1abopaTopHOE.

BUOJIOTMYECKU MATEPUAJ

ChIBOpPOTKA WM TeNapuHU3MPOBAaHHAS IUIa3Ma 0Oe3 ClesloB
reMoJIn3a, Mova.

He ucnone3syiite B kadectse aHTukoaryisHroB DJITA, uurpar
M OKCaJIaT, TaK KaK OHH MOJABJIAIOT aKTHBHOCTD O-aMHJIa3bl!
Moua — mpu xpaneHuu pH He0OX0AMMO TOBECTH /10 3HAYCHHS
okouo 7,0.

AKTHBHOCTH aMHUIIa3bl OCTaeTCs CTabMIBHON B mpobe 0 7
cyTtok npu 15-25°C umm 10 2 mecsnes npu 2-8°C.

Tem He MeHee, PEeKOMEH/1y€eTCsl IPOM3BOIUTh HCCIIEI0BaHUS Ha
CBEKEB3ATOM OMOJIOTHYECKOM MaTepuae!

MNPOLEAYPA ONIPEJAEJEHUSI
ApanTanuu s HUX OPEJOCTAaBISIOTCS CEPBUCHOU CIy)O00i
110 3a1Ipocy.

OnpejeseHne MaHyaJIbHOE

JUIMHA BOJIHBI 405 um
TemIeparypa 37°C
KIOBETa lem

B k1oBeTy noMecTHTb:

[ 1-AMYLASE [ 1000 M1
Ilogorpers 10 TeMmepaTypel onpeaeaeHus. 3ateM T100aBUTh:
| HCCIICAYEMBIH MaTepuan | 20 MK

TmarensHo —IepeMeniath, WHKYOMpOBaTh B  yKa3aHHOM
Temmeparype. Ilo wucredeHMm 1 MUHYTBI ONpENCIHTH
KO3()HIMEHT TOTJIOMECHNS. OTHOCHTENBHO BO3IyXa MM
JUCTHJUTMPOBaHHOW Boabl. [lOBTOpUTH wH3MepeHHe mocie
ouepennsix 1, 2, 3 munyt. [locunrtate cpeaHee H3MEHEHHE
kod¢dureHTa noraoumeHus 3a MUHyTy ( AA/MuH.).

Ecnmn AA\wmua. npesbimaer 0,400 obpasenr Heo6xoaumo
posBectn B mpomopuuu 1+4 pactBopom 0,9% NaCl n
HOBTOPUTH ONIpe/IeNieHus. Pe3ynbTaT yMHOXKHUTH Ha 5.

Pacuyér pe3yabTaToB

aKTHBHOCTH O-amuiassl [En/n] = AA/mun. x 3498
aKTHBHOCTb O-amuiassl [MKkat/in] = AA/muH. x 58,3
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PE®EPEHTHBIE BEJIMYUHBI &

CBIBOPOTKA / En/n MKKaT/I
1a3ma
20-104 037-1,77
Moua En/n MKKAaT/JI
32-641 0,54 -10,90

Kaxmoif nmabopaTopunm pPEKOMEHIYeTCs yCTaHOBHTH CBOH
COOCTBEHHBIC HOPMBI, XapaKTepHbIEe JUIS 00CieTyeMoro
KOHTHHI€HTA.

KOHTPOJIb KAYECTBA

JInst BHYTPEHHEro KOHTPOJS Ka4decTBa, IS KaKAOW Cepun
HM3MEpPEeHHH, PeKOMEH/IYeTCs HCIIOIb30BaTh:

CORMAY SERUM HN (Kar. Ne 5-172) u CORMAY SERUM
HP (Kar. Ne 5-173) -ipu ucciie1o0BaHMU CBIBOPOTKU;
CORMAY URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
u LEVEL 2 (Kat. Ne 5-162) - npu ucciieJoBaHMH MOYH.

Jns KanuOpoBKH aBTOMATHYECKUX AHAIIM3aTOPOB
peKOMEeHIyeTCst HCIONIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174; 5-176) nu6o
LEVEL 2 (Kar.Ne 5-175; 5-177).

KamuOpoBouHy0 KpHBYIO CJIEIyeT COCTaBJSATh KaXIble
8 Henenb, NMpH KaXIOW CMEHE JIOTa peareHTa WIH, €CIH
Ppe3yJIbTaThl KOHTPOJIS KA4eCTBa HE MONAIAl0T B peepeHTHbIH
JTMATIA30H.

XAPAKTEPUCTHUKA ONPEJEJTEHUN

OTH MeTPOJIOrHYEeCKUE XapaKTePHCTHKH OBIIN TOMYYEHBI IPH
HCIIONB30BAaHUHM ABTOMATHYECKOro aHanm3aropa Biolis 24i
Premium. Pe3ynbTaThl, moydeHHBIC HA IPYTHX aHAIU3aTOPaX
M BPY4YHYIO0, MOTYT OTJINYaThCsl.

=  YyperBureasnoctsb: 2,5 U/ (0,042 pkat/l).

= JluneiinocThb: 10 1500 En/im (25 mMxkat/im).

= Cneuupuunocts / MuTepdepenuns

T'emorno6un 1o 2,5 r/mm, ackopbuHOBas KucaoTa 10 62 Mr/i,
Oounnpy6un 1o 20 mr/an u tpuranuepuast 1o 1000 mr/mn He

OKAa3bIBAIOT BIMSHHS HA PE3yIbTAaThl HU3MEPEHHI.

=  TouyHocTh

IloBTOpsiemocTh Cpennee SD (6\%
(Mexay cepusmu) n = 20 [En/n] [En/n] [%]
ypoBeHb 1 57,84 0,49 0,85
YpoBeHb 2 379,68 4,71 1,24

Bocnpousoaumocts | Cpennee SD Ccv
(130 jHs B 1eHb) n = 80 [En/n] [En/n] [%]
ypoBeHb | 56,13 0,90 1,60
YpOBEHb 2 379,77 7,68 2,02

= CpaBHeHHe MeToz1a

CpaBHeHHE  PE3yNIBTAaTOB OmpeJIeIeHHs 0-aMHITa3bl
npou3Be/IeHHbIX Ha aHaimm3arope Biolis 24i Premium (y) u Ha
Prestige 24i (x) ¢ wucnoms3oBanuem 100 o6pa3uoB mamo
CIeIyIOUIUe pe3yabTaThl:

y =1,0039 x + 0,2956 En/m;

R =0,9982 (R — K03 HHUIIHEHT KOPPEIIAIHH)

YTUWIM3ALUA OTXOJ10B
TlocTynaTh COTracHO MECTHBIM TPEOOBAHHAM.
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