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Nr kat. 4-185, 4-329 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania aktywnosci lipazy,
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

Lipaza jest enzymem trawiennym uwalnianym z trzustki
do jelita, gdzie rozklada przed wchianianiem triglicerydy
do kwasow thuszczowych i glicerolu.

Oznaczanie poziomu lipazy jest uzyteczne w diagnozowaniu
i leczeniu chordb trzustki, takich jak ostre zapalenie trzustki,
niedroznos$¢ kanalikow trzustkowych, rak trzustki.

ZASADA METODY

Metoda kolorymetryczna oparta na specyficznym rozktadzie
chromogennego substratu. Specyficzny dla lipazy substrat —
DGGMR  [1,2-o-dilauryl-rac-glycero-3-glutaric  acid-(6’-
methylresorufin)-ester] ~ jest  rozktadany do  1,2-0-
dilauryloglicerolu i niestabilnego produktu posredniego,
ktory w $rodowisku zasadowym ulega samorzutnemu
rozpadowi do kwasu glutarowego i metylorezorufiny.
Aktywno$¢  lipazy w  probce jest proporcjonalna
do powstawania metylorezorufiny i moze by¢ mierzona
fotometrycznie.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-185 Nr kat. 4-329
(statyw-24) (statyw-36)
1-Reagent 4x38ml 4x23ml
2-Reagent 4x20ml 4x12,5ml

Tlo$¢ testow

Prestige 24i 670 400
Biolis 24i Premium 670 400
Biolis 30i 660 400

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwalo§¢ do daty wazno$ci podanej na opakowaniu.
Stabilnos¢ odczynnikow przechowywanych na poktadzie
aparatu w temp. 2-10°C: Prestige 24i — 7 tygodni,
Biolis 24i Premium — 7 tygodni.

Stezenia skladnikéw w zestawie
1-Reagent
TAPS [N-Tris(hydroxymethyl)methyl-3-

. S0 100 mM
aminopropanesulfonic acid]
wodorotlenek sodu 40 mM
deoksycholan sodu 34 mM

konserwant

PRESTIGE 24i LQ LIPASE

2-Reagent

kwas winowy 9,5 mM
wodorotlenek sodu 19 mM
kolipaza 460 IU/ml
2-propanol 0,65 M

DGGMR [1,2-o0-dilauryl-rac-glycero-3- 0.4 mM

glutaric acid-(6’-methylresorufin)-ester] ’

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

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

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyng bez §ladow
hemolizy. Probki mozna przechowywac 5 dni w temp. 2-8°C,
24 godziny w temp. 20-25°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 uzywaé wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczefi na analizatorze, moze wystapi¢ wplywajacy
na wyniki oznaczen, efekt przeniesienia pomigdzy
odczynnikami: LIPASE — TG MONO, CHOL — LIPASE,
LDL DIRECT — LIPASE, TG - LIPASE. W celu
uniknigcia tego efektu nalezy zastosowac¢ si¢ do zalecen
zawartych w instrukcji:  51_03_24_008_BIOLIS_24i_
PREMIUM_CARRYOVER.

= Biolis 30i: W przypadku wykonywania oznaczef
na analizatorze, moze wystapi¢ wpltywajacy na wyniki
oznaczen efekt przeniesienia pomigdzy odczynnikami:
LIPASE — CALCIUM ARSENAZO, CHOL - LIPASE,
HDL DIRECT — LIPASE, LDL DIRECT - LIPASE, TG
- LIPASE. W celu uniknigcia tego efektu nalezy
zastosowaé si¢ do zalecen zawartych w instrukcji:
51_03_24_009_BIOLIS_30i_CARRYOVER

WARTOSCI PRAWIDLOWE *
13-60 U/ 0,22 — 1,00 pkat/l

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

Zakres prawidlowy
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KONTROLA JAKOSCI

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

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 7 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 otrzymane wyniki moga
rozni¢ si¢ od podanych.

=  LoB (granica Slepej préby): 0,4 U/1 (0,007 pkat/l).

= LoD (granica wykrywalnosci): 0,7 U/l (0,012 pkat/1).

= LoQ (granica oznaczalnosci): 5 U/1 (0,083 pkat/l).

= Liniowo$¢: do 627 U/1 (10,45 pkat/l).

Dla wyzszych aktywno$ci probke nalezy rozciefnczyé
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspotczynnik rozcienczenia.

=  Specyficzno$¢ / Interferencje

Hemoglobina do 0,16 g/dl, kwas askorbinowy do 62 mg/l,

bilirubina do 15 mg/dl i triglicerydy do 750 mg/dl
nie wptywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalnos¢ (run to run) | Srednia SD (6%

n=20 [unj [unj [%]

poziom 1 58,7 0,58 1,00
poziom 2 1034 0,88 0,85
Odtwarzalnos¢ (day to day) | Srednia SD (6%
n=2380 [unj [unj [%]

poziom 1 54,2 2,13 3,9
poziom 2 97,1 3,25 3,3

= Poréwnanie metody

Porownanie  wynikow  oznaczef  lipazy  wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x), z uzyciem
62 probek surowicy, dato nastgpujace wyniki:

y=0,9951 x +2,5134 U/,

R =0,993 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.

PRESTIGE 24i LQ LIPASE

LITERATURA

1. Tietz NW et al. Lipase in serum-the elusive enzyme:
An overview. Clin Chem 1993;39:746-756.

2. Steinberg WM, Goldstein SS,Davies ND et al. Diagnostic
assays in acute pancreatitis. (Review). Ann Intern Med
1985; 102:576-580.

3. Leybold A, Junge W. Importance of colipase for the
measurement of serum lipase activity. Adv clin Enzymol
1986;4:60-67.

4. Alan H. B. Wu, Tietz Clinical Guide to Laboratory Tests,
W.B. Saunders Company, 4th edition, 676 (2006).

Data wydania: 04.2021.

str. / page / ctp. 2/9

51_03_05_050_01



PZ CORMAY S.A.

ul. Wiosenna 22,

05-092 Lomianki, POLSKA
tel.: +48 (0) 81 749 44 00
fax: +48 (0) 81 749 44 34
http://www.cormay.pl

adl
C€ CORMAY

PRESTIGE 241 LQ LIPASE

Cat. No 4-185, 4-329 (EN)

INTENDED USE

Diagnostic kit for determination of lipase activity intended
to use in automatic analyzers: 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

Lipase is a digestive enzyme released into the intestine from
the pancreas where it breaks down triglycerides into fatty
acids and glycerol prior to absorption. Lipase measurements
are used in the diagnosis and treatment of diseases
of the pancreas such as acute pancreatitis, obstruction
of the pancreatic duct and pancreatic tumours.

METHOD PRINCIPLE

The colorimetric method is based on a lipase specific
degradation of a chromogenic substrate. The specific lipase
substrate-DGGMR [1,2-o0-dilauryl-racglycero-3-glutaric acid-
(6’-methylresorufin) ester] is cleaved by the catalytic action
of lipase to form 1,2-o-dilauryl-racglycerol and an unstable
intermediate, glutaric  acid-(6-methyl resorufin) ester.
This decomposes spontaneously in alkaline solution to form
glutaric acid and methylresorufin. The lipase activity
in the specimen is proportional to the production
of methylresorufin in the reaction and can be determined
photometrically.

REAGENTS

Package Cat. No 4-185 Cat. No 4-329
(24-TRAY) (36-TRAY)

1-Reagent 4x38ml 4x23ml

2-Reagent 4x20ml 4x12.5ml

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 — 7 weeks, Biolis 24i
Premium — 7 weeks.

Concentrations in the test
1-Reagent
TAPS [N-Tris(hydroxymethyl)methyl-3-

. L 100 mM
aminopropanesulfonic acid]
sodium hydroxide 40 mM
sodium deoxycholate 34 mM
preservative
2-Reagent
tartaric acid 9.5 mM
sodium hydroxide 19 mM
colipase 460 1U/ml
2-propanol 0.65M
DGGMR [1,2-o-dilauryl-rac-glycero-3-glutaric 04 mM

acid-(6’-methylresorufin)-ester]

PRESTIGE 24i LQ LIPASE

Warnings and notes

= Protect from direct sunlight and avoid contamination!

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

SPECIMEN

Serum, heparinized plasma free from hemolysis.

Sample may be stored for up to 5 days at 2-8°C or 24 hours
at 20-25°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: LIPASE — TG
MONO, CHOL - LIPASE, LDL DIRECT - LIPASE,
TG - LIPASE. To avoid this effect follow
the recommendations contained in the instruction
51 03 24 008 BIOLIS 24i PREMIUM_CARRYOVER.

= Biolis 30i: When performing assays in the analyser,
there is a probability of cross-contamination affecting
the tests results: LIPASE — CALCIUM ARSENAZO,
CHOL - LIPASE, HDL DIRECT - LIPASE, LDL
DIRECT — LIPASE, TG - LIPASE. To avoid this effect
follow the recommendations contained in the instruction
51_03_24 _009_BIOLIS_30i_ CARRYOVER.

REFERENCE VALUES *

| Normal range | 13-60 U/ [ 0,22 1,00 pkat/l |
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).
For the calibration of automatic analysers 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 7 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
is used.

= LoB (Limit of Blank): 0.4 U/l (0.007 pkat/l).
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= LoD (Limit of Detection): 0.7 U/l (0.012 pkat/l).
= LoQ (Limit of Quantitation): 5 U/ (0.083 pkat/1).
= Linearity : up to 627 U/l (10.45 pkat/l).

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

= Specificity / Interferences

Haemoglobin up to 0.16 g/dl, ascorbate up to 62 mg/l,
bilirubin up to 15 mg/dl and triglycerides up to 750 mg/dl
do not interfere with the test.

= Precision

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

level 1 58.7 0.58 1.00
level 2 103.4 0.88 0.85
Reproducibility (day to day) Mean SD (&%
n=380 [un [unj [%]

level 1 542 2.13 3.9
level 2 97.1 3.25 33

= Method comparison

A comparison between lipase values determined at Biolis 30i
(y) and at ADVIA SIEMENS 1800 (x) using 62 serum
samples gave following results:

y=0.9951 x +2.5134 U/,

R =0.993 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i LQ LIPASE
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Kar.Ne 4-185,4-329 (RUS)

HNPEANOJIATAEMOE UCITIOJIb30BAHUE
JluarHoctHyecknii HaOOp I OIPENEIeHHS aKTHBHOCTH
JIATIa3H, TIpe/THa3HAYeH it HCIIONB30BAHUS
Ha aBTOMAaTHYECKUX OMOXMMMYECKHMX aHanu3atopax: Prestige
24i, Biolis 24i, Prestige 24i Premium, Biolis 24i Premium a
Taroke Biolis 30i.

PeareHThl NOJDKHBI HCHOJIB30BATHCS TONBKO JUIs JUATHOCTUKU
in vitro, KBanIM(QUIMPOBAHHEIM TAaOOPATOPHBIM IEPCOHATOM,
B LeMIX, A1 KOTOPBIX ~ OHH  MpeJHA3HAUYCHBI,
B COOTBETCTBYIOIIHX JIA00PATOPHBIX YCIOBHSX.

BBEJIEHUE

Jlunasza - TNUINEBApUTENbHBIA (EPMEHT, CEKPETHPYeMbIi
B KHUIIEYHUK  [OJDKEIyJO4YHOU  skene3o.  DepmeHT
PpaCIIEIUIAeT TPUTINLEPUIbI HA )KUPHBIC KUCIIOTHI U [IUI[EPHH
TIepea  BCACBIBAHHEM. OHPCL[CJ'[CHHC AKTUBHOCTH JIUITa3bl
HUCIIOJIB3YETCH IIPU JUATHOCTUKE U JICYCHUU TAKUX MaTOJIOTHit
HO/DKETyIOYHON  JKeNe3bl, KaK  OCTPHIf  IaHKpEeaTwT,
HENIPOXOANUMOCTh TIpOTOKa HOJI[)KCHyI[O‘{HOﬁ JKEJIE3BI,
HOBOOOPA30BAHUS.

MPUHIUII METOJA

Konopumerpuyeckuii METOJ, OCHOBaHHBIH Ha
crnenu(UUecKOM  pacCIeIUICHHH  JIMHAa30d  XPOMOTEHHOTO
cybcrpara. Crienndudecknii cydcrpar — DGGMR (a¢mp 1,2-
0-ZIMaypHI-PaK-TINIEPO-3-TIyTapoBOH KHCIIOTBI -
(6- wmermiapesopbypruHa)) B Ipolecce  KaTaTUTHYECKOH
peakuum  pacnajaercs  Ha 1,2-0-AnnaypuinrInnepus
U HeCTaOWIbHBIA MPOMEXKYTOYHBIA MPOAYKT - 3hHp
TIIYyTapoBO#  KHCIOTHI  (6-MeTmipesopydun). Ilocnemnnuit
B IIEJIOYHOM Cpejie CIOHTAHHO PaclajaeTCs Ha TIIYyTapoBYIO
KHCIIOTY M METHIpe30py(uH. AKTHBHOCTb JIHIIa3bl B 00pasie
MPOTIOPIMOHANBHA CKOPOCTH 00pa30BaHus METUIpe30pyhHHa
U MOXET OBITh OIpesienieHa (POTOMETPUYECKH.

PEATEHTbBI
CocraB HaGopa
Kar.Ne 4-185 Kat.Ne 4-329
(raTuB-24) (mraTuB-36)
1-Reagent 4x 38 mn 4x23Mn
2-Reagent 4x20 mn 4x 12,5 mn

Ipu  Temmeparype  2-8°C,  peareHTbl  COXPaHSIOT
CTaOWIBHOCTD B TEYCHHE BCETO CPOKA TOJHOCTHU, YKa3aHHOTO
Ha ymakoBke. CTaOMIpHOCTE Ha OOpTYy aHanIM3aTOpa HpU
2-10°C cocrasisier: s Prestige 24i — 7 Henens, st Biolis
24i Premium — 7 Heaeb.

KoHueHTpanuu KOMIIOHEHTOB B peareHTax
1-Reagent
TAPS (N-Tpuc (rupokcuMeTn)MeTHI-3-

2-Reagent

BHHHAsI KHCJIOTa 9,5 MM
THAPOKCH/]] HATPUS 19 MM
KOJIHIIa3a 460 ME/mn
2-mpomnaHo 0,65 M

DGGMR (3¢up 1,2-0-aunaypuii-pak-riumepo-3- 0.4 MM

TIIyTapoBOIl KUCIIOTHI - (6 MeTmIpe3opdyprHa)) ’

Ipexynpexaenus ¥ NpuMevaHust

=  3amumare OT HPSMOro CBeTa M n3berath 3arpsi3HeHs !

= DBHuMarembHO —TPOYMTAliTE IAacHoOpT  OE30NaCHOCTH
xumuueckoi mpoaykuun (MSDS), KOTOpBI COREpIKUT
noApoOHyI0 MH(MOPMAIMI0 O TpaBWiIax 6e30MacHOro
XPAHCHMUsI ¥ UCIIOIB30BAHMS TOBApa.

BAOJOTMYECKHUA MATEPHAJT

CriBOpoTKa MO0 MIa3Ma TemapHHU3MpPOBaHHAs 0e3 CIIe/oB
reMoJI3a.

CLIBOpOTKa W mJia3Ma MOTyT XPaHUTBCA 10 24 dacoB Tpu
Temmneparype 20-25°C unn 5 cyrok npu 2-8°C.

TeM He MeHee, PEeKOMEHIyeTCsl TIPOM3BOIHTE HCCIIETOBAHUS
Ha CBEKEB3ATOM OMONOTHYECKOM MaTepuane!

MNPOLEAYPA ONPEAEJIEHUS

1-Reagent u 2-Reagent roToBbI K HCIIOJIb30BAHHIO.

1-Reagent crieayer YCTaHOBHTh Ha INTaTHB B IO3UIHH

OCHOBHOTO PEAreHTa.

2-Reagent criefyeT YCTAaHOBHTh Ha INTATHB B MO3UIUK

CTapTOBOTO PEareHTa.

B xauectBe OnaHK-peareHTa PEKOMEHIYETCs HCHOJIB30BaTh

JIEHOHU30BaHHYIO BOZLY.

Heo0xonumbie neficTBus:

= Biolis 24i Premium:[Ipu BbimonHeHUM aHATH30B
Ha aHaIu3aTope, BO3MOXKHO HCKaKEHHE Pe3yNbTaTOB
AHAIU30B, BBI3BAHHOC HEPEKPECTHLIM 3arpsi3HeHHeM
mexay pearentamu: LIPASE — TG MONO, CHOL —
LIPASE, LDL DIRECT - LIPASE, TG - LIPASE.
Yrobsr  m3bexatb  9roro  sddexra,  cuemyiite
PEKOMEHIALAM, coaepKaUMCs B HWHCTPYKIHUHU:
51 03 24 008 BIOLIS 24i PREMIUM CARRYOVER.

= Biolis 30i: [Ipu BeImONHEHNM aHATIM30B HA aHAIHM3ATOPE,
BO3MOXKHO ~ MCK@XEHHME  DPE3yNbTaToOB  aHAJIM30B,
BBI3BAHHOC IEPEKPECTHBIM _ 3arpsi3HEHHEM  MEXJy
pearentamu: LIPASE — CALCIUM ARSENAZO, CHOL
— LIPASE, HDL DIRECT — LIPASE, LDL DIRECT —
LIPASE, TG - LIPASE. Yro0sl wu30exaTh 3TOro
sddexra, cremyiite peKOMEHAAIMSM, COIEPKAMUMCS
B MHCTPYKIIUH 51_03_24_009 BIOLIS_30i_
CARRYOVER.

PE®EPEHTHBIE BEJIMYMHBI *

KOHTPOJIb KAYECTBA

JUisi  BHYTPEHHErO KOHTDOJISL KauecTBa PEKOMEHIYyeTcst
HCII0NIB30BaTh KOHTpoJbHbIE cbiBOpoTkH CORMAY SERUM
HN (Kat.Ne 5-172) u CORMAY SERUM HP (Kar.Ne 5-173)
JUIS KOXKJI0H cepuu U3MepeHuii.

st KaJINOPOBKH aBTOMATHYECKUX aHaIIM3aTOPOB
pEKOMEHyeTCst HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177).

KammbpoBKy pekoMeHIyeTcs MpOBOIHTH KaXble 7 Helelb
(Prestige 24i, Biolis 24i Premium), npu ka10if cMeHe j10Ta
peareHTOB M B ClIydac HEOOXOJMMOCTH, HAmp. eciu
pe3yJbTaThl  OMPEJCNCHHsI  KOHTPONBHBIX  CBIBOPOTOK
HE NONaJaloT B pehePeHTHBIN INATIa30H.

XAPAKTEPUCTHUKHU ONPEJEJIEHUSA

DTH METPOJIOrHYECKHE XapAaKTEPUCTHKU OBUTH MOJTYYEHBI IPH
WCIIOB30BAHMH AaBTOMATHYECKOTO aHamm3atopa Biolis 30i.
PesynbTarhl, IOTyYeHHbIC Ha APYTHX aHAIM3aTOPaX MOTYT
OTIINYaThCA.

= LoB (npexaex 6aaunka): 0,4 En/n (0,007 Mxkat/m).
= LoD (npenen odnapysxenus): 0,7 En/m (0,012 mxkat/m)

= LoQ (mpejeJ KOJIM4EeCTBEHHOTO OIpe/ie/IeHHs):
5 En/n (0,083 Mkkat/i).

= JluneitHocTh: 10 627 Ex/n (10,45 Mxkat/i).

B cmydae Gomee BBICOKOH aKTHBHOCTH, TIpOOy ClemyeT
paz6asutb 0,9% pactBopom NaCl, MOBTOPHUTE OmpeaeneHue,
a MOJYYeHHBII pe3yibTaT MHOMHOXUTb Ha KOd(duuueHt
pa3BeCHUs.

= Cnenuduyunocts / UnTepdepenunn

T'emorno6un 1o 0,16 /w1, ackopOuHOBast KMCIOTa 10 62 MI/II,
OumpyOuH 10 15 MI/IT M TPUIIHLEPHABl B KOHIEHTpPAIUH
110 750 MI/1J1 He BIUSIIOT HA Pe3yJIbTaThl ONPEACICHHUI.

= TouyHocTh

IosTopsiemocTh Cpennee SD Cv
(Mesxy cepusiMu) n =20 [Exn/n] [Ex/n] | [%]
ypoBeHs 1 58,7 0,58 1,00
YpOBEHB 2 103.4 0,88 0,85
BocnpoussoauMocTs Cpennee SD CcvV
(130 qHs B AeHb) n = 80 [Exn/n] [En/n] [%]
ypoBeHb 1 54,2 2,13 3,9
YpOBEHb 2 97,1 3,25 3,3

Hopma it 13-60En/n | 0,22— 1,0 uxxar/n

Jiiara3oH

Kaxoit aGopatopun pekoMeHIyeTcs pa3paboTaTh CBOM

AMHHOMpONAHCY TH{(OHOBa KHCIOTa 100 MM COOCTBEHHBIE HOPMbI, XapakTepHble I 0OCIeIyeMOro

TH/IPOKCH]I HATPUs 40 MM KOHTHHICHTA.

JIMOKCHXOJIAT HATPUS 34 MM

KOHCEPBAaHT
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= CpaBHeHHe MeTOJa

CpaBHeHHE pe3yJIbTaTOB OIPENEICHHUs aKTUBHOCTH JIUIMA3bI
npousBeneHHbIX Ha Biolis 30i (y) u na ADVIA SIEMENS
1800 (x) c¢ wucmomp3oBaHMEM 62 CBHIBOPOTKH 0Opa3LoB
JAJI0 CIEIYIOLIHE PE3yIbTaThl:

y=0,9951 x +2,5134 En/m;

R=0,993 (R — k03 dHIHEHT KOppeTSALIH)

YTUJAU3ALUA OTXO10B
B coOTBETCTBUH C TOKaTbHBIMH TPSOOBAHUAMHU.
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PROGRAM NA ANALIZATORY / APPLICATION for / ATATITAIIUSA nosi:

=  Prestige 24i, Biolis 24i

Item name | 26 ‘ LIPA ‘
Data information Calibration
Units [un | Type [ Linear
Decimals |1 | Standard
#1 * #4
Analysis #2 * #5
Type RATE #3 #6
Main W.Lengthl 570
Sub W.Length2 700 Normal Range
Method Colorimetric Male Female
Low High Low High
Corr Serum 13 60 13 60
[ Inter | Urine
Y=[1000 | X+ [ 0.000 Plasma 13 60 13 60
CSF
Dialysis
Other
Item name [ 26 ] LIPA |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 35 2 [ High | 3.000
Sample 3 [ Sub
Reagentl 200 ul
Reagent2 100 Factor |Endp0int Limit ‘2.000
[Blank correction [1.0000 | [Linear Check (%) 80
Third Mix. [ OFF | Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Dil2
Monit Prozone Check
0 Level Point 1 | Start End Limit (%)
Span | 3.000 | First
Second [Low
Third [Low
Item name \ 26 | LIPA \
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 7 600
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i LQ LIPASE
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Item No. 26 Item Name LIPA \ Optical
Data information Calibration
Units [un | Type [ Linear2
Decimals |1 | Std sample conc.
Blank 0 #1 [ * [ #2 [ *
Analysis #3 #4 \ | #5 \
Type RATE method #6
Main Wave Length 570 nm
Sub Wave Length 700 nm
Method Colorimetric
Correlation
Slope Intercept
Y=11 X+ 10
Item No. 26 Item Name LIPA [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 35 42
Kind Vol. Add Units Sub
Sample 3 5 ul
Reagent | 200 10 ul Abs.Limit  Low High
Reagent 2 100 10 ul [3 ~ [3
Blank value Correction value
Water Blank | Blank correction
End Point Limit 2
Reaction Monitor Linear Check (%) 80
0 Level Point [1 \
Span |3 | Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 26 Item Name LIPA Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 13 60 13 60 Serum
Urine Urine
Plasma 13 60 13 60 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 26 Item Name LIPA [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON |
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher | OFF
. . Low High
First Dil Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 6 1000
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Dil2
Other
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Item no 26 Item name LIPASE Specimen | SERUM / PLASMA OPTICAL
Data information Aspiration volume
UNITS | U/L |  [TYPE \ Double
DECIMALS | 1 |
SAMPLE REAGENT | | REAGENT 2
Analysis [ VOL. (uL) 3 200 100
METHOD RATE method [ BOTTLE (ml)
Main Wave Length 570 nm
Sub Wave Length 700 nm [ FIRST DIL. |
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 37 53
SUB
Blank value
*WATER | ° REAGENT |  [ABSLIMIT
[ 3 | TO 3
Calibration
TYPE | Linear 1 ‘ Collection value
STABILITY | [ ENDPOINT [25 |
| LINEARITY CHECK (%) | 80 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
*LOW VARIATE
Item No 26 Item Name LIPASE Specimen | SERUM / PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ *ON [ °OFF |
LOW | HIGH LOW | HIGH
13 | 60 13 | 60 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re | Value | Dil.
Panic range 5 ‘ | 627 |
MALE FEMALE
LOW [ HIGH LOW | HIGH Auto rerun condition (abs.)
DIL.
LOWER | °ON [ *OFF
Decision limit HIGH | °ON | *OFF
MALE FEMALE
Auto rerun dition (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
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