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ZASTOSOWANIE

Zestaw  diagnostyczny  do  oznaczania  aktywnosci
y-glutamylotransferazy, przeznaczony do wykonywania
oznaczen na automatycznych analizatorach: BS-400 i BS-480.
Odczynniki powinny by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel,
tylko zgodnie z ich przeznaczeniem, w odpowiednich warunkach
laboratoryjnych.

WPROWADZENIE

y-Glutamylotransferaza (GGT, GGTP) jest blonowym
enzymem Kkatalizujgcym przenoszenie grup glutamylowych
z glutationu na aminokwasy lub peptydy. Duze ilosci GGT
wystepuja w narzadach o charakterze sekrecyjnym: nerkach,
watrobie, drogach zolciowych, trzustce. Pomimo tego,
ze aktywnos¢ tego enzymu jest najwyzsza w komorkach nerek,
wzrost poziomu GGT w surowicy jest najczgsciej
spowodowany schorzeniami watroby. Poniewaz alkohol
indukuje syntez¢ glutamylotransferazy, oznaczenie poziomu
jej aktywnosci jest wykorzystywane do monitorowania
abstynencji u pacjentow 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 PRGN
L-y-glutamyloglicyloglicyna + 5-amino-2nitrobenzoesan

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

ODCZYNNIKI
Sklad zestawu
1-Reagent 2x32ml
2-Reagent 1x17,5ml
Tlo$¢ testow:
BS-400 310
BS-480 320

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwalo§¢ do daty wazno$ci podanej na opakowaniu.
Odczynniki przechowywane na poktfadzie aparatu w 2-10°C
sg stabilne przez 11 tygodni.

Stezenia skladnikéw w zestawie

Tris (pH 8,25) 100 mmol/l
glicyloglicyna 100 mmol/l
L-y-glutamylo-3-karboksy-4-nitroanilid 4 mmol/l

Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= [-Reagent i 2-Reagent spelniajg kryteria klasyfikacji
zgodnie z rozporzadzeniem (WE) nr 1272/2008.

A-400 GGT

Sktadniki:
I-REAGENT i 2-REAGENT zawieraja 5-Chloro-2-metylo-4-
izotiazolin-3-on i 2-Metylo-2H-izotiazol-3-on, mieszanina
3:1).
Uwaga
H317 Moze powodowaé reakcje alergiczna
skory.
P280 Stosowaé¢ rekawice ochronne/odziez
ochronna/ ochrong oczu / ochrong twarzy.
P302+P352 W PRZYPADKU KONTAKTU
ZE SKORA: Umyé duzg iloécig wody z mydtem.
P333+P313 W przypadku wystapienia podraznienia skory
lub wysypki: Zasiggna¢ porady lekarza.
P363 Wypra¢ zanieczyszczona odziez przed ponownym
uzyciem.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na EDTA bez §ladow
hemolizy.

Nie stosowa¢ antykoagulantdw: cytrynianéw, szczawianow
i fluorkéw, poniewaz hamuja  aktywnos¢  GGT!
Heparyna powoduje zmgtnienie mieszaniny reakcyjnej!
Aktywno$¢ y-glutamylotransferazy w probkach nie zmienia
si¢ w ciagu 2 dni w temp. 15-25°C lub 1 tygodnia w 2-8°C
lub 1 miesiagca w -25°C. Zamrazanie probek powoduje utratg
aktywno$ci enzymu. Takie probki po rozmrozeniu nalezy
pozostawi¢ w temperaturze pokojowej na 18-24 godziny w celu
reaktywacji enzymu.

Jednak polecamy wykonywaé badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent i 2-Reagent sa gotowe do uzycia.

Do  wykonania  proby  zerowej nalezy  uzywal
wody dejonizowane;j.

‘Wymagane dzialania:

W przypadku wykonywania oznaczen z uzyciem analizatora
BS-400, moze wystapi¢, wplywajacy na wyniki oznaczen,
efekt przeniesienia pomiedzy odczynnikami: GGT — URINE
PROTEINS II GEN. W celu uniknigcia tego efektu nalezy
zastosowa¢ si¢ do zalecen zawartych w instrukcji:
51_03_24 002_BS-400_CARRYOVER.

WARTOSCI PRAWIDLOWE ’
surowica / osocze 37°C
kobiety <38 U/1(0,633 pkat/l)
mezezyzni <55U/1(0,917 pkat/l)

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

KONTROLA JAKOSCI

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

Do kalibracji analizatorow automatycznych nalezy stosowac
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;
5-176) i LEVEL 2 (Nr kat. 5-175; 5-177).
Jako kalibrator 0 polecamy uzywanie wody dejonizowanej.
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Krzywa kalibracyjna powinna by¢ sporzadzana co 11 tygodni,
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 analizatorow
automatycznych: BS-400 i BS-480. W  przypadku
przeprowadzenia oznaczenia na innym analizatorze lub
manualnie otrzymane wyniki moga rézni¢ si¢ od podanych.

= Czulos$é
8 U/1 (0,133 pkat/l) — BS-400
2 U/1 (0,033 pkat/l) — BS-480

=  Liniowosé
do 1000 U/1 (16,667 pkat/l) — BS-400
do 980 U/1 (16,333 pkat/l) — BS-480

= Specyficznos¢ / 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 wplywaja na wyniki oznaczenia.

= Precyzja

Powtarzalno§¢ (run to run) | Srednia SD CV
[un [un [%]

BS-400 | poziom I 19,48 0,31 1,60
(n=20) | poziom 2 210,52 1,18 0,56
BS-480 | poziom 1 52,94 1,13 2,14
(n=10) | poziom 2 141,67 1,41 1,00

Odtwarzalno$é (day to day) | Srednia SD CV
[un [un [%]

BS-400 | poziom 1 54,34 0,78 1,43
(n=14) | poziom 2 159,46 1,33 0,83
BS-480 | poziom 1 51,19 0,99 1,93
(n=10) | poziom 2 139,72 1,04 0,75

= Poréwnanie metody

Poréownanie wynikow oznaczen GGT otrzymanych na BS-400
(y) i otrzymanych na Advia 1650 (x), z uzyciem 80 probek,
dato nastgpujace wyniki:
y =1,0607 x — 7,0066 U/I;
R=10,999 (R — wspotezynnik korelacji)
Poréwnanie wynikow oznaczefi GGT otrzymanych na BS-480
(y) i otrzymanych na Cobas Integra 400 Plus (x), z uzyciem
41 probek, dato nastepujace wyniki:

y=0,9867 x +0,6235 U/,
R =1,000 (R — wspotczynnik korelacji)
UTYLIZACJA ODPADOW

Postgpowac zgodnie z aktualnymi przepisami.

A-400 GGT
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INTENDED USE

Diagnostic kit for determination of y-glutamyltransferase
activity intended to use in automatic analyzers: BS-400
and BS-480.

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

y-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 4&
L-y-glutamyloglycylglycine + 5-amino-2-nitrobenzoate

The rate of 5-amino-2-nitrobenzoate creation measured
colorimetrically is directly proportional
to y-glutamyltransferase activity.

REAGENTS

Package

1-Reagent 2x32ml
2-Reagent 1x17.5ml

The reagents, stored at 2-8°C are stable up to expiry date printed
on the package. The reagents stored on board of the analyser
at 2-10°C are stable for 11 weeks.

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!

= 1-Reagent and 2-Reagent meeting the criteria
for classification in accordance with Regulation (EC)
No 1272/2008.

Ingredients:

I-REAGENT and 2-REAGENT contain reaction mass

of: 5-chloro-2-methyl-4-isothiazolin-3-one and 2-methyl-2H -

isothiazol-3-one, mixture (3:1).

‘Warning
H317 May cause an allergic skin reaction.
P280  Wear protective  gloves/protective
clothing/eye protection/face protection.

A-400 GGT

P302+P352 IF ON SKIN: Wash with plenty
of soap and water.

P333+P313 If skin irritation or rash occurs: Get medical advice.
P363 Wash contaminated clothing before reuse.

SPECIMEN

Serum, EDTA plasma free from haemolysis.

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 1week 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.

Deionised water is recommended as a reagent blank.

Actions required:

When performing assays at analyser BS-400, there is a
probability of cross-contamination affecting the tests results:
GGT - URINE PROTEINS II GEN. To avoid this effect follow
the recommendations contained in in the instruction
51_03_24_002_BS-400_CARRYOVER.

=  Linearity
up to 1000 U/1 (16.667 pkat/l) — BS-400
up to 980 U/ (16.333 pkat/l) — BS-480

= 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

REFERENCE VALUES ’

serum / plasma 37°C

female <38 U/1(0.633 pkat/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 the
CORMAY SERUM HN (Cat. No 5-172) and CORMAY
SERUM HP (Cat. No 5-173) with each batch of samples.

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) are recommended.
Deionized water should be used as a calibrator 0.

The calibration curve should be prepared every 11 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 the automatic
analysers: BS-400 and BS-480. Results may vary if a different
instrument or a manual procedure is used.

= Sensitivity

8 U/1(0.133 pkat/l) — BS-400
2 U/1(0.033 pkat/l) — BS-480
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Repeatability (run to run) Mean SD CvV
[un [un [%]

BS-400 level 1 19.48 0.31 1.60
(n=20) level 2 210.52 1.18 0.56
BS-480 level 1 52.94 1.13 2.14
(n=10) level 2 141.67 1.41 1.00
Reproducibility (day to day) | Mean SD CvV
[un [un [%]

BS-400 level 1 54.34 0.78 1.43
(n=14) level 2 159.46 1.33 0.83
BS-480 level 1 51.19 0.99 1.93
(n=10) level 2 139.72 1.04 0.75

=  Method comparison

A comparison between GGT values determined at BS-400 (y)
and at Advia 1650 (x) using 80 samples gave following results:
y =1.0607 x — 7.0066 U/l;
R =0.996 (R — correlation coefficient)

A comparison between GGT values determined at BS-480 (y)
and at Cobas Integra 400 Plus (x) using 41 samples gave
following results:

y =0.9867 x + 0.6235 U/,

R =1.000 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

A-400 GGT

51_03_01_037_01

LITERATURE

1.

2.

3.

Szasz G., Weimann G. Suhler F., Wahlefrld A.W., Persijn
J.P.: Z. Klin. Chem. Klin. Biochem., 12 (1974): 228.
Persijn J.P., van der Silk W.: J. Clin. Chem. Clin. Biochem.
14 (1976): 421-427

Burtis C.A., Ashwood E.R., ed. Tietz Textbook of Clinical
Chemistry, 2nd ed. Philadelphia, PA: WB Saunders, (1994),
850-1.

. Tietz N.W., ed. Clinical Guide to Laboratory Tests, 3rd

ed..Philadelphia, PA (1995), WB Saunders: 286

. Kaplan L.A., Pesce A.J.: Clinical Chemistry. Theory,

analysis and correlation 3™ Ed. (1996), the C.V. Mosby
Company, St. Louis: 1072.

. Shaw LM, Stremme JH, London JL, Theodorsen L.

International Federation Clinical Chemistry, (IFCC),
Scientific Committee, Analytical Section: IFCC method for
gamma-glutamyltransferase J Clin ChemClin Biochem. Vol
21(1983): 633-46

. Schumann Gl et al. International Federation of Clinical

Chemistry and Laboratory Medicine. IFCC primary
reference procedures for the measuement of catalytic
activity concentrations of enzymes at 37 degrees C.
International Federation of Clinical Chemistry and
Laboratory Medicine. Part 6. Reference procedure for the
measurment of gamma-glutamyltransferase. Clin Chem Lab
Med. (2002), 40(7): 734-8.

. Schumann Gl, Klauke R. New IFCC reference procedures

for the determination of catalytic activity concentrations of
five enzymes in serum: preliminary upper reference limits
obtaines in hospitalized subjects. Clin Chim Acta 327
(2003): 69-79.

Date of issue: 10. 2020.

str. / page / ctp. 4/7



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

W
C€  cormav

A-400 GGT

Kar.Ne 7-424 (RUS)

MPEAINOJIATAEMOE UCITIOJIb30BAHUE
ﬂI/Ial"HOCTPI‘ICCKI/If/'I Ha6op JUIL  ONPEACIICHUSA AKTUBHOCTH
y-riryTamunTpancdepassl, MpeJHa3sHaueH UL UCHOJIb30BAHUS
Ha aBTOMATHYECKHX OMOXMMMYECKHMX aHamuzatopax: BS-400
u BS-480.

PeareHThl TOJDKHBI HCIOIB30BATHCS TONBKO JUIS JHATHOCTHKU
in vitro, KBaIM(QUIMPOBAHHBIM Ja0OPaTOPHBIM IEPCOHATIOM,
B IlemAX, I KOTOPBIX ~ OHM  HpEeJHA3HAYCHEI,
B COOTBETCTBYIOIIHX JIA00PATOPHBIX YCIOBHSX.

BBEJIEHUE

y-royramuntparchepaza (GGT, GGTP) — wmemOpanHbIi
(depMeHT, KaTamM3MPYOLINI MEPeHOC MIYTAMHHOBBIX TIPYIIT
Ha aMUHOKHCIJIOTHI Wi nentuabl. bombmoe xomnuectBo GGT
COJIEPAKUTCSI B CEKPETOPHBIX OpraHax: MOYKaX, MEeYeHH,
JKETUEBBIBOJAIMX IyTAX, IOJUKETYNOUHON kenese. XoTs
MakcuManbHas akTHBHOCTE GGT mHabmojaercss B mouKax,
YBEJTHUCHHE KOHIIGHTpallui  (pepMEHTa B CBIBOPOTKE
TPOKMCXO/IMT Yalle BCETO B pe3yjbTaTe 3a00JeBaHHIl TIEUECHH.
Tax kax anxorons ctumynupyet cuntes GGT, ompenenenue
€€ aKTUBHOCTH HUCIIOJIB3YCTCS AJIsTI MOHUTOPUHIA BO3ICPIKaAHUA
Yy MAllMEHTOB TP JICYCHUHU AJIKOTOJIU3Ma.

MNPUHUUII METOJA
IFCC wmeron. Kunernueckuit meron c¢ L-y-rimyramumi-3-
KapOOKCU-4-HATPOAHUIHIOM.

L-y-rmyTamm-3-kapOoKcH-4-HUTPOAHHITU + TITALMITITHLMH ﬂy
L-y- riiyTaMiITIHLANITIMLIEH + 5-aMHHO-2-HUTPoOeH30aT
CkopocTh obpa3oBanus S-aMHHO-2-HUTpOOEH30aTa

usMepseMas KOJOPMMETPUYECKH TPAMO HPONOPLHOHATbHA
AKTHBHOCTH Y-TIIFOTaMHITPaHC(hepassl.

PEATEHTBI

CocraB Ha0opa

1-Reagent 2x32mn
2-Reagent 1x17,5mn

TIpu temneparype 2-8°C peareHTbl COXPaHSIOT CTaOMIBHOCTh
B TEYECHHE BCEr0 CPOKa TOJHOCTH, YKa3aHHOTO Ha yIaKOBKE.
CrabmibHOCTh Ha 60pTy aHanu3atopa mpu 2-10°C cocraBisieT
11 nenens.

Konuem‘pauuu KOMIIOHEHTOB B peareHrax
Tpuc (pH 8,25)

TIUALAITTULIAH

L- y -rmyramuin-3-kap6oKcH-4-HATPOAHUITH

100 mmout/n
100 mmout/n
4 MMOJIB/IT

Ipexynpexaennsi 1 NpAMeYaHUsT

- 3aI_T_[I/IU_IaTB OT TIPAMOTO CBETA U H366F3TB 33Fp$[3HeHI/I$l!

= ]-PearenTr mn 2-PeareHT COOTBETCTBYIOT KPUTEPHUAM
Kk1accupukanuu  cormacHo — mocranoBnenuio  (EC)
Ne 1272/2008.

WHrpeueHTs:

1-Pearenr u 2-PeareHTt comepxarwT S5-xJ0po-2-MeTHI-4-

M30THA30JIUH-3-0UH U 2-MeTHi-2H-n30tHazon-3-oauH, cMech

3:1)

A-400 GGT

Bunmanue
H317 Moxer BbI3bIBaTh  aNJIEPrHUYECKYIO
KOXKHYIO PEaKIIHIO.
P280 [Monb30BarsCst 3AIATHBIMA
NepyaTKaMy/3alUTHON  OfeXk0i/cpecTBaMu
3alUThI TIa3/JIH1A.
P302+P352 Ilpu nomaganuu Ha KOXYy: IIpOMBITH GONBIIMM
KOJIMYECTBOM BOJIBL.
P333+P313 Ilpu pa3npakeHUM KOKH WM MOSBJICHUM CHIIIH:
00paTHThCA K Bpady.
P363 IMocTupath 3arpA3HEHHYI0 OAEKLY Hepe]] OCICTYIOIHM
HCTIOTb30BAHNUEM.

BUOJIOT'MYECKUIA MATEPUAJL

CrIBOpOTKa, na3ma Ha DJ[TA Ge3 crneoB remMomusa.

He wucnons3oBaTh B KayecTBe AHTUKOAryJasiHTOB LUTpaT,
OKcajlaT 1 d)TOpl/l}lbI, TaK KaK OHH IMOJABISAIOT AKTHBHOCTH
GGT!

lemapyH  BBI3BIBACT IIOMYTHGHHE DEAKIMOHHON cMecH!
AxtuBHocth GGT crabmipHa B oOpasiax g0 2 aHei
npu 15-25°C wim 1 menemto nipu 2-8°C miu 1 mecsin pu -25°C.
3amopaxuBaHHe  O0pa3lOB  NPHBOANT K  CHIKCHUIO
q)CpMCHTaTHBHOﬁ AKTUBHOCTH. L[J'lﬂ BOCCTAaHOBJICHUA
AKTHBHOCTH HE00X0AUMO BBIIEPKATH 00pasibt
mpu  KOMHATHOII Temmeparype oT 18 mo 24 wacos
HEMOCPEICTBCHHO [epPe] aHATNU30M.

TeM He MeHee, pEKOMEHTyeTCsl IIPOM3BOIUTH UCCICA0BAHNS HA
CBEKEB3ATOM OMOJIOTHYECKOM Martepuae!

MMPOLEIYPA OIIPEJAEJIEHUS

1-Reagent u 2-Reagent roTOBBI K HCIIOJIb30BAHHIO.

B KkauectBe OIaHK-peareHTa PEKOMEHIYeTCs HCIOIb30BaTh
JIEMOHN30BaHHYI0 BOAMy. bmamk-peareHT TpeOyercs Kaxmblit
JIeHb.

Heo0xoaumbie aeficTBus:

IIpu nposenenun ananu3os Ha aHanuzaTope BS-400 Bo3MoxHO
UCKaXCHUE pe3yIbTaTOB AHAJIU30B, BBI3BAHHOE
TepeKpecTHBIM 3arpsisHeHHeM Mexay pearentamn: GGT —
URINE PROTEINS II GEN. Uto6s1 n36exats 3T0ro 3¢ dexra,
creflyiiTe PEeKOMEHMAIMAM, COIEpKAIIMMCS B HHCTPYKIIHH
51_03_24 _002_BS-400_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI ’

CBIBOPOTKA/TUIA3Ma 37°C

SKEHILIMHBI <38 En/n (0,633 mxxar/m)

MYKUHHBI <55 En/n (0,917 mxxart/m)

Kaxmoif mabopatopun pekoMeHmyeTcss pa3paboTaTh CBOU
COOCTBGHHBIE HOPMBI, XapaKTepHbIE JUIi 00CIiemxyeMoro
KOHTHHTCHTA.

KOHTPOJIb KAYECTBA

ﬂﬂﬂ BHYTPEHHETO KOHTPOJII PEKOMCEHAYCTCS HCHOJIBL30BATH
koutponbHele cbiBopotkn CORMAY SERUM HN (Kat.Ne
5-172) u CORMAY SERUM HP (Kat.Ne 5-173) st kaxmoit
CEepHHU U3MEPEHHIA.

Jos KaJIMOpPOBKH ABTOMATHYECKUX aHATN3aTOPOB
peKOMeHyeTcst HCIIONB30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174) u LEVEL 2
(Kar.Ne 5-175). B xauecte 0-kanmbpartopa peKOMEHIYeTCst
HCTIOJIB30BATh ICHOHH30BaHYIO BOAY.
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KanuOpoBouHyr0 KpHBYHO CIIEAYeT COCTAaBIATH Kaxk/ble
11 Henmenb, IpH KaXKJIOW CMEHE JIOTa peareHTa, WM B Cllydae
HEOOXOAMMOCTH, HaIp., €CIIH Pe3y/IbTaThl KOHTPOJIS KauecTBa
HE N0NaJaloT B pe(hepeHTHBIN IUATa30H.

XAPAKTEPUCTUKH ONPEJAEJIEHUS

OTH METPOJIOTHYECKNE XapaKTEPHCTHKH OBLIN TTONYYEHBI TIPH
HCTIONB30BAaHNM ~ aBTOMATHYECKUX aHamu3aTopoB: BS-400
u BS-480. Pe3ynbTaThl, MOMyYeHHBIE HA APYTHUX aHAM3ATOpaxX
W BPY4YHYIO, MOTYT OTJIHYAThCSL.

" YyBCTBHTEJIBHOCTH
8 En/n (0,133 mxkat/i) — BS-400
2 En/n (0,033 mxkat/in) — BS-480

= JluneiiHOCTH
10 1000 Ex/nt (16,667 mxkat/m) — BS-400
110 980 En/n (16,333 mxkat/m) — BS-480

=  Cneunduunocrs / Unrephepenunun

Temorno6un mo 0,16 r/m1, ackop6ar xo 62 mr/i, GuiupyouH
no 20 mr/mn u Tpurmuuepuasl o 1000 Mr/an He BIMSIOT
Ha pe3yJIbTaThl OIPeIC/ICHUMN.

=  To4HoCTh

IToBTOpsieMocTH Cpennee SD CvV

(MEKy cepusiMu) [En/n] [Ex/n] [%]
BS-400 ypoBeHb 1 19,48 0,31 1,60
(n=20) YPOBEHb 2 210,52 1,18 0,56
BS-480 ypoBeHb 1 52,94 1,13 2,14
(n=10) YPOBEHb 2 141,67 1,41 1,00
BocnpoussoanmocTs Cpennee SD CvV

(130 JIHS B JICHbB) [En/n] [Ex/n] [%]
BS-400 ypOBeHb 1 54,34 0,78 1,43
(n=16) YPOBEHb 2 159,46 1,33 0,83
BS-480 ypoBeHb 1 51,19 0,99 1,93
(n=10) YPOBEHb 2 139,72 1,04 0,75

= CpaBHeHHe MeTO/1a

Cpasrenne pesynbraToB onpeneneHust GGT momydeHHBIX Ha
BS-400 (y) m na Advia 1650 (x) c ucnoab30BaHHEM
80 00pa3noB ano cnexyromue pe3ynbTaThl:

y =1,0607 x — 7,0066 Ex/x;

R =0,999 (R — xoapunenT xoppemnsuun)

CpaBHenue pesysbratoB onpezeneHust GGT moiydeHHbIX Ha
BS-480 (y) u mua Cobas Integra 400 Plus (x)
cucrnonb3oBaHHeM 41 00pasnoB  mano  ciemyromue
Ppe3yIbTaThI:

y=0,9867 x + 0,6235 En/m;

R =1,000 (R — k03 punuenT Koppensuum)

YTUJIN3ALUSA OTXOA0B
B cooTBeTcTBHY € IOKANIBHBIMU TPEOOBAHUSIMHU.
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A-400 GGT

PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITALIUSI nasi:

- BS-400
o Basic
Test information Reagent Volume Sample Volume
No. 23 R1 160 Standard 16 15 10
Test GGT R2 40 Increased 32 15 10
Full Name GGT R3 Decreased 8 15 10
Std. No. 23 R4
Reaction Parameters Result Setup
Reac. Type Kinetic Direction Increase Decimal Slope 1
Pri. Wave 412 Rtg. Blank 30 [40 Unit Inter 0
Sec. Wave 700 Reac. Time 50 [ 70
Criteria
Absorbance 0 0 Lin. Range 8 | 1000 o Prozone o Rate o Antigen
Incre. Test Lin. Limit 0.20 Q1 0 Q2 [0 Je3  [o o4 [o
Decre. Test Subs. Limit PC [o | ABS [0
o Calibration
Calibration Criteria
Rule Multi-point Linear Sensitivity Blank Abs. |
Repli 3 Factor Diff. Error Limit
K SD Corr. Coeff.
*QC
Rules Auto QC
Westgard Multi-rule Cum. Sum Check
v 1-28 v R-4S 1.0-2.7 Interval |
v 1-38 v 4-18 e 10-30
v 2-28 v 10-X 0.5-5.1
. BS-480
Chem [ GGT | No. Sample Type [ SERUM
Chemistry [ GGT | Print name [GGT
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [ 412 | Sec Wave
Unit [UIL | Decimal
Blank Time [ 38 | [a8 | Reaction Time [ 58 | [78 |
Sample Vol Aspirated Diluent Reagent Vol Diluent
Standard C o] | i | i R1 n —
Decrased C o Jw o Ju [ wm Ju r L —
Increased I | | Jue J L 5 I 118 1w
1 sample Bank Auto Rean ) E— —
Linearity Range P
(Standard) | 2 ‘ ‘ 980 ‘ Linearity Limit ‘ 0.2 |
Linearity Range
(Decreased) | ‘ ‘ ‘ Substrate Depletion |
Lincarity Range
(Increased) [ | \ | Mixed Blank Abs [ 33000 | | 33000 |
R1 Blank Abs [ 33000 ] [ 33000 | Uncapping Time 77 | Day(s)
Blank [ 33000 ] [ 33000 ] Reagent Alarm Limit |
Twin Chemistry [ | I:| Enzyme Linear Extension
[ Prozone Check o Rate Check o Antigen Addition
Q! [ 0 | Q| 0 | @ 0 | Q4 [ 0
PC [ 0 | aBs| 0 |
Calibration Settings Auto Calibration
Math Model [ Multi-piont Linear | I:l Bottle Changed
Fator [ ] Replicates [ Lot Changed
[ cal Time
Acceptance Limits
Cal Time 1848 Hour
SlopeDifft [ ] so[]
Semsitivity [ ] Repeatability [ ]
Deter Coeff
Data wydania / Date of issue / lata co3nanusi:. 10.2020.
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