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PRESTIGE 241 LQ GGT

Nr kat. 4-224, 4-424 (PL)

ZASTOSOWANIE

Zestaw  diagnostyczny do  oznaczania  aktywnosci
y-glutamylotransferazy, 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

v-Glutamylotransferaza (GGT, GGTP) jest btonowym
enzymem Kkatalizujagcym przenoszenie grup glutamylowych
z glutationu na aminokwasy lub peptydy. Duze ilosci GGT
wystepuja w narzadach o charakterze sekrecyjnym: nerkach,
watrobie, drogach zétciowych, trzustce. Pomimo tego,
ze aktywno$¢ tego enzymu jest najwyzsza w komorkach
nerek, wzrost poziomu GGT w surowicy jest najczesciej
spowodowany schorzeniami watroby. Poniewaz alkohol
indukuje syntez¢ glutamylotransferazy, oznaczenie poziomu
jej aktywnosci jest wykorzystywane do monitorowania
abstynencji u pacjentéw na leczeniu odwykowym.

ZASADA METODY

Metoda IFCC. Metoda kinetyczna z L-y-glutamylo-3-
karboksy-4-nitroanilidem.

L-y-glutamylo-3-karboksy-4-nitroanilid + glicyloglicyna <V’_GT>

L-y-glutamyloglicyloglicyna + 5-amino-2-nitrobenzoesan

Szybkosc powstawania 5-amino-2-nitrobenzoesanu
mierzona kolorymetrycznie jest wprost proporcjonalna
do aktywnosci y-glutamylotransferazy.

ODCZYNNIKI
Sklad zestawu

Nr kat. 4-224 Nr kat. 4-424

(statyw-24) (statyw-36)
1-REAGENT 4 x 40 ml 8 x 23 ml
2-REAGENT 4x12,5ml 8 x7,5ml
Tlos¢ testow:
Prestige 24i 710 810
Biolis 24i Premium 710 810
Biolis 30i 860 1000

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwato§¢ do daty waznosci podanej na opakowaniu.
Stabilno$¢ odczynnikéw przechowywanych na poktadzie
aparatu w temp. 2-10°C wynosi 8 tygodni (Prestige 24i)
lub12 tygodni (Biolis 24i Premium, Biolis 30i).

Stezenia skladnikéw w zestawie

Tris (pH 8,25) 100 mmol/l
glicyloglicyna 100 mmol/1
L-y-glutamylo-3-karboksy-4-nitroanilid 4 mmol/l
PRESTIGE 24i LQ GGT

Ostrzezenia i uwagi
=  Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!
= Nalezy zapoznaé si¢ z Kartg charakterystyki (MSDS),
ktéra zawiera szczegétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.
= |-REAGENT i 2-REAGENT  spelniaja kryteria
klasyfikacji ~zgodnie z rozporzadzeniem (WE)
nr 1272/2008.
Sktadniki:
1-REAGENT oraz 2-REAGENT zawieraja mieszaning
poreakcyjna  5-chloro-2-metylo-2H-izotiazol-3-onu i 2-
metylo-2H-izotiazol-3-onu (3:1)
Uwaga
H317 Moze powodowaé reakcje alergiczng
skory.
H412 Drziata szkodliwie na organizmy wodne,
powodujac dlugotrwate skutki.
P280 Stosowa¢ rgkawice ochronne, odziez
ochronng, ochrong oczu lub ochrong twarzy.
P302 + P352 W PRZYPADKU KONTAKTU ZE SKORA:
Umy¢ duzg iloscia wody z mydtem.
P273 Unika¢ uwolnienia do srodowiska.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na EDTA bez $ladéw
hemolizy.

Nie stosowaé antykoagulantéw: cytryniandéw, szczawianéw
i fluorkéw, poniewaz hamujg aktywnos¢ GGT!

Heparyna powoduje zmgtnienie mieszaniny reakcyjnej!
Aktywno$¢ y-glutamylotransferazy w probkach nie zmienia
si¢ w ciggu 2 dni w temp. 15-25°C lub 1 tygodnia w 2-8°C
lub 1 miesigca w -25°C.

Zamrazanie probek powoduje utratg aktywno$ci enzymu.
Takie prébki po rozmrozeniu nalezy pozostawié
w temperaturze pokojowej na 18-24 godziny w celu
reaktywacji enzymu.

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 préby zerowej nalezy uzywaé¢ wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczen na analizatorze, moze wystapi¢, wptywajacy
na wyniki oznaczen, efekt przeniesienia pomig¢dzy
odczynnikami: GGT — UA, URINE PROTEINS - GGT.
W celu uniknigcia tego efektu nalezy zastosowac si¢ do
zalecen zawartych w instrukcji:
51_03_24_008_BIOLIS_24i_PREMIUM_CARRYOVER.
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= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢, wptywajacy na wyniki
oznaczen, efekt przeniesienia pomig¢dzy odczynnikami:
GGT - URINE PROTEINS. W celu uniknigcia tego
efektu nalezy zastosowa¢ si¢ do zalecen zawartych

w instrukcji: 51_03_24_009_BIOLIS_30i_
CARRYOVER.
WARTOSCI PRAWIDEOWE ’
surowica / osocze 37°C
kobiety < 38 U/1 (0,633 pkat/l)
mezezyzni < 55 U/ (0,917 pkat/l)

Zalecane jest opracowanie przez kazde laboratorium
wiasnych zakres6w wartosci prawidlowych
charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej 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 analizatoréw automatycznych nalezy uzywac
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) lub co 12 tygodni (Biolis 24i Premium, Biolis
30i), 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 analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia

oznaczenia na innym analizatorze lub manualnie otrzymane
wyniki moga rézni¢ si¢ od podanych.

= LoB (granica slepej préoby): 0,0 U/1 (0,0 pkat/1)

= LoD (granica wykrywalnosci): 0,4 U/I (0,006 ukat/l)

= LoQ (granica oznaczalno$ci): 4.0 U/l (0,06 pkat/l)

= Liniowos¢: do 880 U/I (14,67 ukat/l).

= Specyficzno$¢ / Interferencje

Hemoglobina do 0,16 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

Powtarzalno$¢ (run to run) | Srednia SD CV

n=20 [un [un [%]
poziom 1 60,9 0,52 0,86
poziom 2 158.5 0,77 0,48

= Poréwnanie metody

Poréwnanie  wynikéw  oznaczen GGT  wykonanych
na Biolis 30i (y) i na BECKMAN COULTER AUG680 (x) z
uzyciem 60 prébek surowicy, dato nastgpujace wyniki:
y=0,9746 x + 0,1781 U/,

R =1,000 (R — wspétezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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PRESTIGE 241 LQ GGT

Cat. No 4-224, 4-424 (EN)

INTENDED USE

Diagnostic kit for determination of y-glutamyltransferase
activity used 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

v-Glutamyltransferase (GGT, GGTP) is a membrane
localized enzyme that catalyzes the transfer of glutamyl
groups from glutathione to amino acids or peptides. Large
GGT amounts are present in secretory organs: kidney, liver,
bile duct, pancreas. Although the GGT activity is highest
in renal tissue, serum GGT is generally elevated as a result
of liver disease. Since alcohol induces GGT production,
measurement of GGT activity is used for monitoring
of abstinence in withdrawal treatment.

METHOD PRINCIPLE
IFCC method. Kinetic method with L-y-glutamyl-3-carboxy-
4-nitroanilide.

L-y-glutamyl-3-carboxy-4-nitroanilide + glycylglycine 4Lm>

L-y-glutamyloglycylglycine + 5-amino-2-nitrobenzoate
The rate of 5-amino-2-nitrobenzoate creation measured

colorimetrically is directly proportional to y-glutamyl
-transferase activity.

REAGENTS
Package
Cat. No 4-224 Cat. No 4-424
(24-TRAY) (36-TRAY)
1-REAGENT 4 x 40 ml 8x23ml
2-REAGENT  4x 12.5ml 8x7.5ml

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: 8 weeks (Prestige 24i) or 12 weeks (Biolis 24i
Premium, Biolis 301i).

Concentrations in the test

Tris (pH 8.25) 100 mmol/l
glycylglycine 100 mmol/l
L-y-glutamyl-3-carboxy-4-nitroanilide 4 mmol/l

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.

= ]-REAGENT and 2-REAGENT meeting the criteria
for classification in accordance with Regulation (EC)
No 1272/2008.

Ingredients:

1-REAGENT and 2-REAGENT contain reaction mass of 5-

chloro-2-methyl-2H-isothiazol-3-one  and  2-methyl-2H-

isothiazol-3-one (3:1).

PRESTIGE 24i LQ GGT

Warning
H317 May cause an allergic skin reaction.
H412 Harmful to aquatic life with long lasting
effects.
P280 Wear protective gloves, protective
clothing, eye protection or face protection.
P302 + P352 IF ON SKIN: Wash with plenty of soap and
water.
P273 Avoid release to the environment.

SPECIMEN

Serum, EDTA plasma free from hemolysis.

Do not use citrate, oxalate and fluoride as anticoagulants
because of GGT activity inhibition!

Heparin causes turbidity in the reaction mixture!

GGT activity remains stable in specimen up to 2 days
at 15-25°C or 1 week at 2-8°C or 1 month at -25°C. Freezing
of sample causes a loss of enzyme activity. Frozen
specimens should be thawed and kept at room temperature
for 18 to 24 hours before measurement to achieve full
enzyme reactivation.

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: GGT — UA,
URINE PROTEINS - GGT. 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: GGT — URINE PROTEINS. To avoid
this effect follow the recommendations contained
in the instruction 51_03_24_009_BIOLIS_
30i_CARRYOVER.

REFERENCE VALUES’
serum / plasma 37°C
female <38 U/1(0.633 ukat/l)
male <55U/1(0.917 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.
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The calibration curve should be prepared every 8 weeks
(Prestige 24i) or every 12 weeks (Biolis 24i Premium, 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 analyser Biolis 30i. Results may vary if a
different instrument or a manual procedure is used.

= LoB (Limit of Blank): 0.0 U/l (0.0 ukat/l)

= LoD (Limit of Detection): 0.4 U/l (0.006 ukat/l)

=  LoQ (Limit of Quantitation): 4.0 U/I (0.06 pkat/l)

= Linearity: up to 880 U/l (14.67 ukat/l)

= Specificity / Interferences

Haemoglobin up to 0.16 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 CvV
n=20 [unj [unj [%]

level 1 60.9 0.52 0.86
level 2 158.5 0.77 0.48

= Method comparison

A comparison between GGT values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 60 serum samples gave following results:

y =0.9746 x + 0.1781 U/1;

R =1.000 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i LQ GGT
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Kar.Ne 4-224, 4-424 (RUS)

MNPEAINOJATAEMOE UCIIOJIb30OBAHUE
Jluarnoctuueckuit Habop U OMpENENICHUS] AKTUBHOCTH
y-TiryTaMunTpaHcdepassl, TpeaHa3HauYeH A
HCNOJIb30BAaHUS Ha ABTOMATHYECKUX OHMOXUMHUYECKHX
aHanu3atopax Prestige 24i, Biolis 24i, Prestige 24i Premium,
Biolis 24i Premium u Biolis 30i.

PeareHTh! JIOJDKHBI HCTIONB30BATHCS TOJIBKO JUISL IMATHOCTUKU
in vitro, KBaIM(UIMPOBAHHBIM JIAGOPATOPHBIM MEPCOHATIOM,
B neJsx, pinie s KOTOPBIX OHH TNpeIHa3HA4YCHbI,
B COOTBETCTBYIOIHX JTa0OPATOPHBIX YCIOBUSIX.

BBEJIEHUE

y-ruytamuiatpanchepasa (GGT, GGTP) — wmemOpaHHbIiH
(epMeHT, KaTaJIu3HPYIONIUH MepeHOC Iy TAMHHOBBIX TPYIIIT
Ha aMHHOKHCIIOTBI WM NeNTHIB. Bolbloe KOIMYecTBO
GGT coaepKutcs B CEKPETOPHBIX OPraHax: MoYKax, IIeYeHH,
JKeTYEBBIBOISAIINX MyTAX, MOMKETyJO4HOM skenmese. XoTs
MakcuMainbHas akTuBHOCT, GGT HaOmogaeTcs B IMOYKaXx,
yBeIUYeHHEe KOHIIEHTpanuu (epMeHTa B  CBHIBOPOTKE
HPOMCXOJIHUT Yallle BCETO B pe3yJbTaTe 3a00/ICBaHNI ICUeHH.
Tak Kak, aJKOroib CTHMYJHMPYeT CHHTE3 GGT,
ompejiefieHHe  ee  aKTHBHOCTH  HCIONB3yeTcss Uit
MOHHMTOPHHIA BO3JICPKAHHSA Y IAIMEHTOB IIPH JICYCHHU
AIIKOTOJTM3MA.

MNPUHLUII METOJA
IFCC wmeron. Kunernueckuit meron ¢ L- y-rmyramui-3-
KapOOKCU-4-HUTPOAHUITHJIOM.

L-y-ri1yTamusi-3-kap6oKcH-4-HUTPOAHIIIHT + TIHIHITTHINH €S —p
L-y- Ty TAMHUITTIMIMUITIMIAH + 5-aMHHO-2-HATPOGEH30aT
CkopocTh obpa3oBaHus. S-aMHHO-2-HUTpoOeH30aTa

u3MepsieMasi KOJOPHMETPHYECKH IIPSIMO HPONOPIHOHATbHA
AKTHBHOCTH Y-TJIFOTaMHJITpaHC(hepassl.

PEATEHTBI
CocraB Habopa
Kar.Ne 4-224 Kar.Ne 4-424
(mrarus-24) (mraTuB-36)
1-REAGENT 4 x 40 mn 8 x 23 M
2-REAGENT 4x 12,5 mn 8x 7,5 mn

[pu temnepatype 2-8°C, peareHTbl COXPaHAIOT CTaOHIBHOCTD
B T€YCHUE BCETO CpPOKa rOAHOCTHU, YKA3aHHOTO Ha YIAKOBKE.
CrabunbHocTh Ha  Oopry aHammszatopa npu  2-10°C
coctasnset: 8 Henenb (Prestige 24i) unu 12 Henens (Biolis 24i
Premium, Biolis 301).

KOHHCHTPaHl/ll/l KOMIIOHEHTOB B peareHrax

Tpuc (pH 8,25) 100 mmoms/n

TITMLIWITIIMIAH 100 MMonb/n
L-y- aMuIT-3-KapOoKcH-4-

V- TIyTaMIL-S-Kapooken 4 MMonb/n
HHUTPOAHUIH]

PRESTIGE 24i LQ GGT

Ipenynpesxaennsi 1 npuMevYaHust

=  3amumarb OT NPAMOTO CBETa M U30eraTh 3arpsa3HeHH !

* BHuMaTenbHO MpouYHMTalTe M[ACmoOpT 0e30macHOCTH
xumudeckoil npoaykuun (MSDS), KoTOpsIil comepxut
noApoOHy HH(OpPMAIMIO O MpaBWIax Oe30MacHOro
XpaHEHHUs ¥ MCIIONb30BaHUs TOBApa.

= ]-REAGENT u 2-REAGENT COOTBETCTBYET
KPHUTEPHAM KIACCH(QUKAIMK COINACHO IIOCTAHOBIICHUIO
(EC) Ne 1272/2008.

Wurpenuents:

1-REAGENT u 2-REAGENT coaepuT MocTpeakiuoHHas

cMmech S5-xuop-2-metun-2H-uzotnazon-3-on u 2-metun-2H-

u30THa301-3-01 (3:1).

Bunmanue

H317 Moxer BbI3bIBaTH aJUIEPTHYECKYIO

KOXKHYI0 PEAKLHIO.

H412 Bpenmen it BOXHBIX OpraHU3MOB

C JIONITOCPOYHBIMH TOCIIEACTBUAMH.

P280 ITonp30BaThCs 3aMTHBIMU TIEpYaTKaMH,
3alUTHOM 01K /I0H, Cpe/ICTBAMH 3aIIUTHI I71a3 WIIH JIMIA.
P302 + P352 IIpu nonasanuu Ha Koxy: [IpOMBITE GOIBIIMM
KOJIMYECTBOM BOJIBI.

P273 U36erats nomnasanus B OKPYKAIOLIYIO CPEy.

BAOJOTHYECKUA MATEPHAJT

CriBopoTKa, mia3ma Ha DJTA Ge3 cienoB remoimsa.

He wucmonp3oBaTh B KayecTBE aHTHKOATYJISHTOB IUTpAT,
OKcaJlaT U q)TOpPIZ[LI, TaK KaK OHHM MNOJABJIAIOT aKTUBHOCTH
GGT!

I'enapuH BI3bIBaCT MOMYTHEHHE PEAKLIMOHHOI cMecH!
AxtuBHOocTh GGT crabunpHa B oOpasumax 1no0 2 aHei
npu 15-25°C unu 1 vegenro npu 2-8°C unu 1 mecsin npu -
25°C.

3amopakuBaHME OOpa3lOB INPHBOJAWT K  CHIKCHHIO
(depmentaTuBHOM  akTMBHOCTH. [{is  BOCCTaHOBJICHHS
AaKTHMBHOCTH  HEOOXOQMMO  BBIAEpXKaThb 00pasubl  mpu
KOMHaTHO#  Temmeparype ot 18 mo 24  wyacos
HEMOCPEICTBEHHO Mepe]] aHATH30M.

Tem He MeHee, peKOMEHIYeTCs] IPOU3BOAUTH UCCIEOBAHHS
Ha CBEXKEB3ATOM OHOJIOTHYECKOM MaTepuae!

HMPOLEIYPA ONIIPEJAEJIEHUA

1-REAGENT u 2-REAGENT roToBbI K HCHOJIB30BaHHIO.

1-REAGENT cnenyer ycTaHOBHTH HA LITATHB B IMO3HIIHU

OCHOBHOTO PearcHra.

2-REAGENT crieyer ycTaHOBHTH Ha INTaTHB B IO3HIIMU

CTapTOBOTO pearcHTa.

B kadecTBe ONaHK-peareHTa PEKOMEHJYeTCs HCIOJIb30BaTh

JICHOHM30BaHHYIO BOJIY.

Heo0xonumpie nefcTBus:

= Biolis 24i Premium: Ilpu BbINOJHEHHH aHATM30B
Ha aHaIU3aTope, BO3MOXKHO HCKA)XCHHE PE3y/IbTaTOB
aHAIM30B, BBI3BAHHOEC HEPEKPECTHLIM 3arpsi3HeHHeM
mexay pearentamn GGT — UA, URINE PROTEINS -
GGT. Yrobbl mu3bexats storo sddexra, ciemyiite
PEKOMEHIAIMAM, — COJCPXKAIMMMCS B MHCTPYKIIHH:
51_03_24_008_BIOLIS_24i_PREMIUM_CARRYOVER.
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=  Biolis 30i: [Ipu BeimoNTHEHNK aHATM30B HA aHATM3ATOPE,
BO3MOJKHO HMCKaXCHHEC pe3yJIbTaTOB aHaJIn30B,
BBI3BAHHOC IEPEKPECTHLIM 3arpA3HEeHUEeM MExXay
peareatamu: GGT - URINE PROTEINS. Yto6bt
u3bexath dToro s¢dekra, ciemyiite peKOMEHIALUAM,
comepkammmess B MHCTpykumu:  51_03_24_009_
BIOLIS_ 30i_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI ’

CHIBOPOTKa / Iu1azma 37°C
JKEHILUHBI < 38 En/n (0,633 mxkat/im)
MYKYHHbI < 55 En/n (0,917 mkkat/m)

Kaxmoif maGopaTopuu peKoMeHIyeTcss pa3paboTaTh CBOM
COOCTBEHHbIE HOPMBI, XapakTEepHbIE I 00CIeIyeMOro
KOHTHUHICHTA.

KOHTPO.JIb KAYECTBA

JInst BHyTPEHHETo KOHTPOJS PEKOMEH/YeTCs HCIOJb30BaTh
KoHTpoJbHble  chiBopotkM CORMAY SERUM HN
(Kar.Ne 5-172) u CORMAY SERUM HP (Kar.Ne 5-173)
JUIS KaXKJI0H CepUH U3MEPeHUiL.

Jnsa KanuOpOBKH ABTOMAaTHYECKUX AHAIU3aTOPOB
peKOMEeHyeTCst HCIIONIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kat.Ne 5-174)
n LEVEL 2 (Kar.Ne 5-175).

KanuOpoBouHyr0 KpHUBYIO CIIEIyeT COCTaBIATh KaKable
8 memens (Prestige 24i) wnm  xaxagsie 12 Henmens
(Biolis 24i Premium, Biolis 30i), npu xaxaoii cMeHe nora
peareHra, WJIM €CIM pe3yNbTaTbl KOHTPOJIA KadecTBa He
TonajaoT B pedepeHTHBIN AHana3oH.

XAPAKTEPUCTHUKH ONIPEJEJEHUST
OTH METPOJIOTHYECKHE XapAaKTEPHCTHKH OBLIH IOTyYeHBI
npu HCIIOJIb30BAHUU ABTOMATUYCCKOTO a”anuaszaropa
Biolis 30i. PesympTaThl, mOJIydYeHHBIE HA  JPYTHX
AHAJIU3aTOpaxX U BPY4YHYIO, MOTYT OTIMYAThCS.

=  LoB (npeaena 6manka): 0,0 En/n (0,0 mxkar/i)

= LoD (npenes o0Hapy:keHus):
0,4 Exn/it (0,006 mxkat/im)

=  LoQ (mpeseJ KOJIM4eCTBEHHOTO ONPe/ieIeHHs):
4,0 Ex/nt (0,06 Mxxat/m)

= JIuneiinocTs: 10 880 Ex/n (14,67 mxkat/m)

= Crnemupuynocts / UnTepdepenuun

T'emorno6un mo 0,16 r/m, ackop6ar 10 62 mr/n, GunupyOHH
110 20 mr/mn v tpurnunepuast 1o 1000 Mr/mn He BIUSIOT Ha

pe3yIbTaThl OIpeeIeHHN.

= ToyHoCTh

IloBTOpsieMocTH Cpennee SD (6)%
(Mexay cepusmu) n = 20 [En/n] [En/n] [%]
ypoBeHs 1 60,9 0,52 0,86
YpOBEHb 2 158.5 0,77 0,48

= CpaBHeHHe MeTOJa

CpaBHeHHe pe3ynbTaToB onpeneneHus aktuBHoctn GGT
nonyuyennelx Ha Biolis 30i (y) m na BECKMAN
COULTER AU680 (x) c¢ ucnomb3oBanueM 60 o06pasos
CBIBOPOTKH JIAJI0 CIIETYOIINE PE3yIIbTaThI:

y=0,9746 x + 0,1781 En/m;

R =1,000 (R — ko3 dunment koppensunm)

PRESTIGE 24i LQ GGT

YTHJIHA3ALHSA OTXOA0B
B cooTBeTCTBHY C JIOKAILHBIMU T‘PeGOBaHI/IHMI/I.
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PRESTIGE 24i LQ GGT
PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITALMS nasi:
*  Prestige 24i, Biolis 24i
Item name [ 18 [ GGT |
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 IFCC Male Female
Low High Low High
Corr Serum 0 55 0 38
[ Inter | Urine
Y= X+ [ 0.000 | Plasma 0 55 0 38
CSF
Dialysis
Other
Item name |18 ‘ GGT |
Aspiration Data Process
Kind | Double | Read Absorbance Limit
Start End [ Low [ -0.100
Volume [ Main 35 54 | High [ 2.000
Sample 20 [ Sub
Reagentl 200 ul
Reagent2 50 Factor [Endpoint Limit [2.000
[Blank correction [1.0000 | [Linear Check (%) |90
Third Mix. | OFF | Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Di12
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 3.000 | First
Second Low
Third Low
Item name [ 18 | GGT |
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 11.2 580
Urine
Plasma
CSF
Dialysis
Other
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Item No. 18 | Item Name GGT [ Optical
Data information Calibration
Units [ UL | Type [ Linear2
Decimals | 1 | Std sample conc.
Blank 0 #1 [ = [# [ =
Analysis #3 #4 | [ #s |
Type RATE method #6
Main Wave Length 405nm
Sub Wave Length 660nm
Method IFCC
Correlation
Slope Intercept
o B S —
Ttem No. 18 | Item Name GGT [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 35 52
Kind Vol. Add Units Sub 29 30
Sample 5 5 ul
Reagent 1 200 10 ul Abs.Limit  Low High
Reagent 2 50 10 ul [-0.1 | ~ [2
Blank value Correction value
Water Blank | Blank correction
End Point Limit 2
Reaction Monit Linear Check (%) 10
0 Level Point | 1 |
Span | 3 | Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 18 Item Name GGT Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0 55 0 38 Serum
Urine Urine
Plasma 0 55 0 38 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Ttem No. 18 | Item Name GGT [ 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 11.2 580
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Dil2
Other
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PRESTIGE 241 LQ GGT
«  Biolis 30i
Item no 18 Item name | GGT Specimen | SERUM/ PLASMA OPTICAL
Data information Aspiration volume
UNITS | UL | [ TYPE | Double
DECIMALS | 1 |
SAMPLE | REAGENT | | REAGENT 2
Analysis [ voL. uL) 16 160 40
METHOD RATE method | BOTTLE (ml)
Main Wave Length 405 nm
Sub Wave Length 660 nm [ FIRST DIL. I
CORRELATION (Y=AX +B) Data processing read
A= 1 | START END
B= o | MAIN 34 53
SUB
Blank value
+ WATER | ° REAGENT | [ ABS LIMIT |
-0.1 | TO 2
Calibration
TYPE | Linear 2 | Collection value
STABILITY | [ END POINT [ 25 |
| LINEARITY CHECK (%) [ 90 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
-LOW VARIATE
Item No 18 Item Name GGT Specimen | SERUM/PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ | *ON [ °OFF |
LOW | HIGH LOW | HIGH
0 | 55 0 38 Auto rerun range (conc.)
[ Re Value [ Dil. [ Re [ Value | Dil.
Panic range | | 4 | | | 880 |
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

PRESTIGE 24i LQ GGT

Data wydania / Date of issue / lata cozganns: 10. 2023.
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