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GGT-DAC.Lq
AKTUBHOCTb FAMMA-TJIYTAMUNTPAH COEPA3bI
KUHETMYECKNIA ®OTOMETPUYECKUIA METO.

ToNbKO ANA AMArHOCTUKM «in vitro»
XpaHutb npu 2-8°C

Koa 2040G50
Koa 2040G200

50 mn
200 mn

MPUHUMN METOAA

FamMa-rnyTamuntpaHcdepasa (GGT) KaTanuMsupyeT nNepeHoc -
rnyTaMua  rpynnbl  OT  y-rnyTamun-3-kapbokcu-4-HUTpoaHunmaa K
FAUUMATANLMHY, 0CcBO60XAas 3-Kap6OKCU-4-HATPOAHUINH.

M3meHeHne abcopbunn, n3MepeHHoM Npu AnnHe BOAHbI 405 (+10) nm,
NPONOPLNOHANLHO aKTUBHOCTM GGTY2,
y-glutamyl-3-carboxy-4-nitroanilide + glycylglycine — =T
y-glutamyl-glycylglycine + 3-carboxy-4-nitroaniline

COCTAB HABOPA

Reagent A pH 8,25
rnnuunrnnumH 140 mmol/I
TRIS 6ycdep 125 mmol/I
A3na HaTpus 19/

Egkuii! He gonyckats nonajaquns Ha KOXY U CIN3NUCTbIE.
Reagent B
y-rnyTaMun-3-kapboKkcu-4-HUTpoaHUINA
A3na HaTpus

XPAHEHWE N CTABUJIbHOCTb PEATEHTOB

PeareHTbl npu 2-8°C cTabunbHbl 4O CPOKA, YKA3aHHOIO Ha STUKETKE.
Pa6ouuit PeareHT npu 2-8°C cTabuneH 3 Heaenu.

Mpu3Hakn HenpuroaHocTn: abcopbuns Pabouero PeareHTa Bbille
1,0 npu 405 nm (KtoBETHI Ha 1 cm).

OBPA3Lbl ANA UCCNEAOBAHUSA
CbIBOpPOTKA, CBOGOAHAS OT reMonusa.
GGT B cbiBopoTKe Npu 2-8°C crabunbHa 5 aHeik.

PE®EPEHTHbIE BEJTUYNHbDI

My>xumnbl®: 11 — 50 U/I.

XKeHwmubi®: 7 — 32 U/I.

[laHHble BENMUMHbI OPUMEHTMPOBOUHBI, PEKOMEHAyeTcs onpeaeneHue
COBCTBEHHBIX HOPMaNbHbIX BEMUYMH B KaXaoh nabopaTopuu.

KOHTPOJIb KAYECTBA

[N KOHTPONS X04a peakumu U Npouesypbl U3MEPEHNS peKOMeHayeTCst
MCMONb30BaTb ~ HOpManbHble W MaTONOrMYeckue  KOHTPOSbHblE
CbIBOPOTKM.

Kaxaas nabopatopus AOMKHA YCTaHOBUTb COGCTBEHHYIO BHYTPEHHIOK
CUCTEMY KOHTPONS KayecTBa.

AONOJIHUTENbHOE OBOPYAOBAHUE

AHanusatop, CnekTpoOTOMETP WAM TepMoCTaTUpylLWmii doToMeTp
37°C ¢ hunbTpoM 405(+10) nm.

[o3aTopbl Ha 100 ul 1 1,0 ml. Taiimep.

MEPbI NPEAOCTOPOXHOCTH
NaHHbIA Habop NpeaHasHaueH TONbKO AN ANarHOCTUKM in vitro.

22 mmol/l
19/

O6pasubl aHaAM30B MALUMEHTOB AO/KHbI  PAcCMaTpuUBaThCs  Kak
NOTEHLMANbHO onacHble U 06pabaTbiBaTbCs Kak MHHEKLMUOHHBIE.
Mpu  ucnonb3oBaHWM  Habopa cnepyer  cobnwgatb  npasuna

6e30nacHOCTK Npu paboTe C eAKUMU U SAOBUTbIMW BELLECTBAMMU.

NMPUTrOTOBJIEHNE PABOYEIO PEAFTEHTA
Pa6ouunit peareHT NpuroToBUTL U3 pacyeTa:
4 ml Reagent A + 1 ml Reagent B.

NMPOLUEAYPA ONPERENEHUA

MeToA: KWHeTUYecknit UV

[invHa BONHbI: 405 (+10) nm
Temnepatypa: 37°C

BnaHk: no AMCTUAMPOBAHHON BOAE

1. [floeante Temnepatypy Pa6ouero peareHTta u doToMeTpa A0
TemnepaTypbl peakunn (37°C).

2. BHecuTe B KIOBETY C A/IMHON ONTUYECKOro Nyt 1 cm:
Pa6ouuii peareHT 1,0 ml
O6paseu, CraHpapt 100 pl
*NB: O6bemMbl peareHTa M 06pasya MOryT 6biTb MPONOPLNOHATLHO
U3MEHEHbI B COOTBETCTBUM C paboynM 06bEMOM KIOBETbI aHann3aTopa.
3. CMewaitte, NnomecTuTe KloBeTY B (GOTOMETP, BKIOUYUTE CEKYHAOMEP.
4. Cnycta 1 MWHYTY u3MepbTe HauanbHylo abcopbuuio npotus
OWCTUANMPOBAHHOW BOAbI, 3aTeM u3MepsaiiTe abcopbuuio uyepes
KaxAyl 1 MUHYTY B TeYeHUE 3 MUHYT.

5. BbluMCNNUTe pasHULy MexAy nocnefoBaTenbHbiMU abcopbunamu u
cpeAHio pasHuuly abcopbumu 3a 1 MUHYTY (AA/min).

BbIYUCNTEHNSA

CopepxaHue GGT B obpasue onpesenutb no dopmyne:
AA/mingg X Cor =Cos
AA/ming

Bbluncnenune no dakropy Ans 405 nm:
AxTtnBHOCTb (U/1) = AA/minge X 1156

METPOJIOTMYECKNE XAPAKTEPUCTUKN
Mpepen yyscTBUTENbHOCTK: 1,4 U/I.
Mpepen nuHeitHocTu: 700 U/I.
BocnpousBoAMMOCTb B NpeAenax Nepuoaa:

CpesHsis KOHUEHTpaums cv* n*

22,2 U/l 1,89 % 20

157 U/I 0,83 % 20
BOCnpou3BOAMMOCTb OT Nepuoaa K nepuoay:

CpesHsis KOHUeHTpaums cv* n*

53 U/l 1,7 % 25

201 U/1 1,64 % 25

*CV — K03 hULMEHT BapuaLmumn; N — KONMYECTBO OnpeaeneHnil.
[OCTOBEPHOCTb: PesynbTaThbl, MOMyYeHHblE MPU  MCMOL30BAHMM
[IaHHOrO peareHTa, He Nokasann CUCTEMHON PasHWLbI NPU CPaBHEHUU
C  pedepeHCHbIMM  peareHTamu.  [MOAPOGHOCTM  CPaBHUTENbHBIX
3KCMEPUMEHTOB NPeAOCTaBNASOTCA MO 3anpocy.

WHTepdepeHuma: bunupybun go 855 umol/l (0,5 g/l), nunuasl go 10
g/, rnoko3a fo 55,5 mmol/l (10 g/I) u ackopbuHoBas kKucnota Ao
2,84 mmol/l (0,5 g/l) He BANSIOT Ha pe3ynbTaT onpeaenenuns®. [ipyrue
NeKapCTBEHHbIE Npenapathl U Cy6CTaHLUMN MOTYT BMSATL Ha pesynstat?
[laHHble MeTponornyeckne XapakTepucTUKM BbiiM  MOMy4YeHbl Ha
aHanusatope. PesynbTaTbl MOryT BapbMpoBaTb B 3aBUCUMOCTM OT
1cnonb3yemMoro 060py/J0BaHUs MW NPOLEAYPbI ONpeaeneHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

MoBbIWEHHOE COAepXaHWe —ramMa-rayTamuntpaHcdepasbl O6Hapy-
KMNBAETCA B NEUEHM, MOYEUHbIX KaHanbLax M KMWEYHMKE, a Takxke B
TKaHAX NOAXeNYAOUHOM Xenesbl, NPOCTaThl, CAIOHHbIX KeNes3, NapHoOM
ANBEPTUKYNE CeMABLIHOCALWEro NPOTOKa, FONOBHOM MO3re 1 cepaLle.
YpoBeHb raMMa-riyTaMuaTpaHcdepasbl NOBLIWAEGTCA NPU HEKOTOPbIX
3a60N€BaHMAX MNEYeHW, [OCTMras HaMBBICWIMX  3HAYEHMid  npu
BHYTPMNEUYEHOUHOI 1 MOCTNEYEHOUHON OBCTpyKLMM.

MOBbIWEHHOE COAEpXaHWe Takxe HabloAaloTCs y NauMeHToB C
METacTaTUUeCKMMU MNOPAaXEHWSAMU NEUEHW. YMEepeHHOEe MOoBbIWeHue
HabnloAaeTCA NpW NaHKpeaTMTax M 310KaYecTBEHHbIX 06pa3oBaHMsaX
NOAXENYAOUHOI Xenesbi>®,

KNMHWYecKnit  AnarHos  AOMKEH  yCTaHaBAMBAThbCSA
WHTErpaLmMm KIMHUYECKNX U NabopaTopHbIX AaHHBIX.

Ha OCHoBe
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ACTIVITA]’II GAMA-GLUTAMILTRANSFERAZEI
CINETIC-FOTOMETRIC
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C
50 ml
200 ml

Cod 2040G50
Cod 2040G200

PRINCIPIUL METODEI
Gama-glutamiltransferaza (GGT) catalizeazd transferul grupei
y-glutamil de la  y-glutamil-3-carboxi-4-nitroanilid cdtre glicilglicin,
formand 3-carboxi-4-nitroanilind.
Schimarea absorbtiei, masuratd la 405 (£10) nm, este proportionald
activitatii GGT2.

y-GT

y-glutamyl-3-carboxy-4-nitroanilide + glycylglycine —>
y-glutamyl-glycylglycine + 3-carboxy-4-nitroaniline
COMPONENTA SETULUI

Reagent A pH 8,25

Glicilglicin 140 mmol/I

TRIS tampon 125 mmol/I

Azid de sodiu 19/

Toxic! A se evita contcatul cu piela si suprafefele mucoase.

Reagent B

y-glutamil-3-carboxi-4-nitroanilid 22 mmol/I

Azid de sodiu 19/

PASTRAREA S1 STABILITATEA REAGENTILOR

Reagentii la 2-8°C suntstabili pind la data indicatd pe etichetd.
Reagentul de lucru la 2-8°C este stabil 3 luni.

Semne de deterioarare: absorbtia Reagentului de lucru peste 1,0
la 405 nm (cuva 1 cm).

PROBE
Ser. Nu se va utiliza ser hemolizat.
GGT in ser la 2-8°C este stabila 5 zile.

VALORI DE REFERIN]’;\

Béarbati®: 11 — 50 U/I.

Femei®: 7 — 32 U/I.

Aceste valori suntorientative. Se recomanda stabilirea diapazonului de
referintd in laboratorul dat.

CONTROLUL CALIT;\]'II

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomanda de folosit seruri normale si patologice pentru control. Se
recomanda stabilirea sistemului intern de control in laboratorul dat.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu termostat 37°C cu filtrul
405(+10) nm.

Dozatoare100 pl, 250 pl i 1,0 ml. Taimer.

PRECAUTII
Setul este destinat numai pentru diagnosticare in vitro.
Probele pacientilor vor fi considerate ca material potential contagios si
se vor prelucra analogic celor contagioase.
La utilizarea setului se vor respecta regulile de securitate prevadzute
pentru lucrul cu substante toxice.
PREPARAREA REAGENTULUI DE LUCRU
Reagentul de lucru se prepard din calculul:
4 ml Reagent A + 1 ml Reagent B.

MOD DE LUCRU

Metoda: cinetic UV
Lungimea de unda: 405 (£10) nm
Temperatura: 37°C

dupa apa distilatd
1. Reagentul de lucru si fotometrul se vor incdlzi pind la
temperatura reactiei (37°C).

2. Se va pipeta n cuva cu lungimea drumului opticl cm:

Instalarea zero:

Reagentul de lucru 1,0 ml

Proba, Standard 100 pl
NB: Volumul reagentului, standardului si probei pot fi schimbate
proportional conform volumului de lucru a cuvei analizatorului folosit.
3. Se va amesteca, cuva se va inserta in fotometru. Se va declansa
cronometrul.
4. Peste 1 minut se va mdsura absorbtia initiald contra apei distilate,
apoi se va masura absorbtia cu intervale de 1 minut pe parcursul a 3
minute.

5. Se va calcula diferenta dintre absorbtiile consecutive si diferenta
medie a absorbtiei pe minut (AA/min).

CALCUL

Continutul GGT in proba se va calcula utilizind formula:
AA/ming, X Cet = Cor
AA/ming,

Calcul utilizind factorul pentru 405 nm:
Activitatea (U/1) = AA/minp,x 1156

CARACTERISTICI METROLOGICE
Limita sensibilitatii: 1,4 U/l.

Limita linearitatii: 700 U/I.
Reproductibilitatea in limitele perioadei:

Concentratia medie CvV* n*
22,2 U/l 1,89 % 20
157 U/I 0,83 % 20
Reproductibilitatea de la perioadd la perioada:
Concentratia medie CvV* n*
53 U/l 1,7 % 25
201 U/1 1,64 % 25

*CV — coeficientul de variatie; n — numarul de determindri.

Veridicitatea: Rezultatele obtinute la utilizarea acestui reagent nu
au demonstrat o diferentd sistemicd in comparatie cu reagentii
analogi. O informatie mai detaliatd a experimentelor de comaparare se
livreaza la solicitare.

Interferente: Bilirubina pind la 855 ymol/I (0,5 g/1), lipide pind la 10
g/l, glucoza pind la 55,5 mmol/l (10 g/l) si acidul ascorbinic pind la
2,84 mmol/I (0,5 g/l) nu influenteazd determinarea®.

Se va tine cont de posibila interferentd medicamentoasd, cit si de
interferenta altor substante *.

Aceste caracteristici metrologice  au fost obtinute la utilizarea
analizorului. Rezultatele pot varia in dependentd de echipamentul
utilizat sau procedura de determinare.

CARACTERISTICI DIAGNOSTICE
Continutul inalt al gama-glutamiltransferazei se atesd in ficat,
canaliculii renali, intestin cit si in tesutulile splinei, prostatei,

diverticulului prostatic, glandelor salivare, creer si inima.

Nivelul gama-glutamiltransferazei creste in caz dr boli ale ficatului,
afectarea metastatica a ficatului si atinge valoarea maximd in caz de
obstructie intrahepaticd si posthepaticd. Un nivel moderat se atestd in
caz de pancreatite si neoformnatiuni ale splinei®®.

Diagnosticul clinic se va stabili in baza integrarii datelor clinice si de
laborator.
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GAMMA-GLUTAMYLTRANSFERASE (y-GT)
KINETIC IFCC METHOD
For «in vitro» use only
Store at 2-8°C
50 ml
200 ml

Cod 2024G50
Cod 2024G200

PRINCIPLE

Gamma-glutamyltransferase (y-GT) catalyzes the transfer of the y-
glutamyl  group  from  y-glutamyl-3-carboxy-4-nitroanilide  to
glycylglycine, liberating 3-carboxy-4-nitroaniline.

The catalytic concentration is determined from the rate of 3-carboxy-
4-nitroaniline formation®-2.

y-glutamyl-3-carboxy-4-nitroanilide + glycylglycine — =67 5
y-glutamyl-glycylglycine + 3-carboxy-4-nitroaniline

CONTENTS AND COMPOSITION

Reagent A pH 8,25
Glycylglycine 140 mmol/I
TRIS buffer 125 mmol/I
Sodium azide 19/
Irritant! Irritating to eyes and skin

Reagent B

y-glutamyl-3-carboxy-4-nitroanilide 22 mmol/I
Sodium azide 19/

STORAGE AND STABILITY OF REAGENTS

Reagents are stable at 2-8°C until the expiry date shown on the label.
Indications of deterioration:

Reagents: Presence of particulate material, turbidity, absorbance of
the blank over 1,000 at 405 nm (1 cm cuvette).

SAMPLES
Serum collected by standard procedures.
Gamma-glutamyltransferase in serum is stable for 5 days at 2-8°C.

REFERENCE VALUES

Men®:11-50 U/I.

Women®: 7-32 U/I.

These ranges are given for orientation only; each laboratory should
establish its own reference ranges.

QUALITY CONTROL

It is recommended to use the Sera N and Sera P to verify the
performance of the measurement procedure.

Each laboratory should establish its own internal Quality Control
scheme and procedures for corrective action if controls do not recover
within the acceptable tolerances.

ADDITIONAL EQUIPMENT

Analyzer, spectrophotometer or photometer with cell holder
thermostatable at 37°C and able to read at 405 nm.
Cuvettes with 1 cm light path. Dropper for 100 pl and 1,0 ml.

PRECAUTION

For in vitro diagnostics only.

Handle all patients’ samples as potentially dangerous and treat as
infectious. Precautions established for work with caustic and toxic
substances should be observed while using the reagents.

REAGENT PREPARATION
Working Reagent can be prepared in the proportion:
4 ml Reagent A + 1 ml Reagent B.

PROCEDURE
Method: kinetic UV
Wavelength : 405 (+10) nm
Light path: lcm
Temperature : 37°C

Blank: distilled water

1. Bring the Working Reagent and the instrument to reaction

temperature (37°C).

2. Pipette into a cuvette:
Working Reagent 1,0 ml

100 pl

NB: Volumes of reagents and samples can be proportionally changed
according to the cells working volumes of using analyzers.
3. Mix and insert the cuvette into the photometer.

Sample, Standard

4. After 1 minute record initial absorbance against the distilled water
and record absorbance at 1 minute, intervals thereafter for 3 minutes.

5. Calculate the difference between consecutive absorbances and
mean absorbance difference for 1 minute (AA/min).

CALCULATIONS
The y-GT concentration in the sample (U/1) is calculated using the
following general formula:

AA/mingam

AA/ming;
Calculation using factor at 405 nm:

Activity (U/1) = AA/minggm X 1156

X Cs¢ = Csam

METROLOGICAL CHARACTERISTICS

Detection limit: 1.4 U/l
Linearity limit: 700 U/1.
Repeatability (within run):

Mean Concentration cv n
22,2 U/l 1,89% 20
157 U/I 0,83% 20

Reproducibility (run to run):

Mean Concentration cv n
53 U/l 1,7% 25
201 U/1 1,64% 25

Trueness:

Results obtained with this reagent did not show systematic differences
when compared with reference reagents. Details of the comparison
experiments are available on request.

Interferences:

Bilirubin (50 mg/dl), lipid (10 g/1), glucose (10 g/I) and ascorbic acid
(0,5 g/l)do not interfere.

Other drugs and substances may interfere®.

These metrological characteristics have been obtained using an
analyzer.

Results may vary if a different instrument or manual procedures are
used.

DIAGNOSTIC CHARACTERISTICS

Gamma-glutamyl transferase is found in highest concentration in liver,
the renal tulules and intestines althogh it is also present in other
tissues such as the pancreas, prostate, salivary glands, seminal
vesicles, brain and heart.

Gamma-glutamyl activity is elevated in any and all forms of liver
disease, showing highest values in cases of intra or posthepatic biliary
obstruction.

High elevations are also observed in patients with metastatic
neoplasm of the liver. In pancreatitis and some pancreatic
malignancies, enzyme activity may be moderately elevated®®.

Clinical diagnosis should not be made on the findings of a single test
result, but should integrate both clinical and laboratory data.
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