ALT/GPT

Cat. No. Pack Name Packaging (Content)
XSYS0017 | ALT/GPT 330 R1:6 x 44 ml, R2: 3 x 22 ml
XSYS0074 | ALT/GPT 564 XL-1000 R1:6 x 72 ml, R2: 6 x 22 ml
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INTENDED USE
Diagnostic reagent for quantitative in vitro determination of ALT/GPT (Alanine
Aminotransferase) in human serum and plasma.

CLINICAL SIGNIFICANCE

ALT/GPT is present in high concentration in liver and to a lesser extent in kidney,
heart, skeletal muscle, pancreas, spleen and lung. Increased levels of ALT/GPT
however is generally a result of liver disease associated with some degree of
hepatic necrosis such as cirrhosis, viral or toxic hepatitis and obstructive jaundi-
ce. Characteristically ALT/GPT is generally higher than AST/GPT in acute viral or
toxic hepatitis, whereas for most patients with chronic hepatic disease, ALT/GPT
levels are generally lower than AST/GPT levels. Elevated ALT/GPT levels have
also been found in extensive trauma and muscle disease, circulatory failure with
shock, hypoxia, myocardial infarction and haemolytic disease.

PRINCIPLE

This ALT/GPT reagent is based on the recommendations of the IFCC without
pyridoxal phosphate. The series of reactions involved in the assay system is as
follows:

ALT/GPT

L-Alanine + 2-oxoglutarate Pyruvate + L-Glutamate

LDH

Pyruvate + NADH —_———— 3 L-Lactate + NAD*

LDH

Sample pyruvate + NADH —_—————p L-Lactate + NAD*

1. The amino group is enzymatically transfered by SGPT / ALAT present in the
sample from alanine to the carbon atom of 2-oxoglutarate yielding pyruvate and
L-glutamate.

2. Pyruvate is reduced to lactate by LDH present in the reagent with the simul-
taneous oxidation of NADH to NAD*. The reaction is monitored by measuring the
rate of decrease in absorbance at 340 nm due the oxidation of NADH.

3. Endogenous sample pyruvate is rapidly and completely reduced by LDH du-
ring initial incubation period to avoid interference during the assay.

REAGENT COMPOSITION

R1

Tris buffer (pH 7.5) 137.5 mmol/l
L-Alanine 709 mmol/l
LDH (microbial) > 2000 U/l

R2

CAPSO 20 mmol/l
2-oxoglutarate 85 mmol/l
NADH 1.05 mmol/l
REAGENT PREPARATION

Reagents are liquid, ready to use.
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STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit
label when stored at 2—-8°C.

On board stability: min. 30 days if refrigerated (2—10°C) and not contaminated.

SPECIMEN COLLECTION AND HANDLING

Use unheamolytic serum or plasma (heparin, EDTA).

It is recommended to follow NCCLS procedures (or similar standardized conditions).
Loss of activity:

within 3 days at2-8 °C <10 %

within 3 days at15-25°C <17 %

Stability at least 3 months at -20 °C

Discard contaminated specimens.

CALIBRATION

Calibration with calibrator XL MULTICAL, Cat. No. XSYS0034 is recommended.
Calibration frequency: it is recommended to do a calibration

« after reagent lot change

* as required by internal quality control procedures

Traceability:

This calibrator has been standardized to IFCC formulation (without PDP).

QUALITY CONTROL
For quality control ERBA NORM, Cat. No. BLT00080 and ERBA PATH, Cat. No.
BLT00081 are recommended.

CALCULATION
The XL Results are calculated automatically by the instrument.

UNIT CONVERSION
U/l x 0.017 = pkat/l

EXPECTED VALUES *

At 37°C

Men up to 45 U/l

Women up to 34 U/l

It is recommended that each laboratory verify this range or derives reference
interval for the population it serves.

PERFORMANCE DATA
Data contained within this section is representative of performance on ERBA XL
systems. Data obtained in your laboratory may differ from these values.

Limit of quantification: 4.4 U/|

Linearity: 360 U/l

Measuring range: 4.4 -360 U/l
Intra-assay precision Mean SD cv
Within run (n=20) (un) (un) (%)
Sample 1 58.32 2.52 4.31
Sample 2 114.72 1.38 1.20
Inter-assay precision Mean SD cv
Run to run (n=20) (un) (un) (%)
Sample 1 40.20 1.20 3.12
Sample 2 112.8 2.40 1.95
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COMPARISON

A comparison between XL-Systems ALT/GPT (y) and a commercially available
test (x) using 40 samples gave following results:

y=0.979 x - 1.80 U/l

r=0.996

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 2.5 g/l, bilirubin up to 30 mg/d|, triglycerides up to 2000 mg/dl.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitied and professionally educated
person.

Reagents of the kit are not classified like dangerous but contain less than 0.1%
sodium azide - classified as very toxic and dangerous substance for the envi-
ronment.

WASTE MANAGEMENT
Please refer to local legal requirements.

M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
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ANT/ AT

KaT.Ne HasBaHue ®dacoBka

XSYS0017 | ANT/FAOT 330 R1:6 x 44 mn, R2: 3x 22 mn

XSYS0074 | ANT/IOT 564 XL-1000 R1:6 x 72 mn, R2: 6 x 22 mn
3
MpumeHeHune

PeareHT npegHasHaveH ans invitro guarHoctvku AJIT  (anaHWHamuHo-
TpaHcdepasbl) B CbIBOPOTKE W Mnasme.

KnuHuyeckoe 3HauyeHune

ANT/ITOT n ACT/TOT — Hanbonee BaxHble NpeAcTaBATENN amUHOTpaHcdepas,
KOTOpble KaTanusunpyloT NpeBpalleHne a-KeToKUCNOT B aMWHOKUCMOThI, NyTem
nepeHoca ammHorpynn.

AJTT npucyTcTByeT B BbICOKOW KOHLEHTPALIMKN B NMEYEHUN, B HU3KOW KOHLEHTpaLMK
B MO4YKaxX, CEpAeYHOM W CKENeTHOW TKaHW MbIllL, MOMXKENyAOYHON Xenese,
ceneseHKe U Nerknx.

MoBbiweHmne yposHa AJT sBNseTcA pe3ynsraToM NepBuYHbIX GonesHen neveHu,
TakMxX Kak LMppo3 MeyeHW, KapuuHOMa, BMPYCHbIA WIM TOKCUYECKWUI renatwT,
0BCTPYKLIMOHHAs XenTyxa.

CHwuxeHwne ypoHsa AT Habniogaetcs y nauneHToB, NOBEpratoLLMXcsi Mo4e4YHOMY
Ananusy n y naumeHToB C HEAOCTaTKOM BUTaMuHa B6.

MeTtog
B cootBetctBUM € pekomeHdaumsmu (IFCC) MexayHaponHon Pepepauumn
KnuHunuyeckon Xumuu, 6e3 nupugokcans-5-cocdara.

MpuHUMN peakuun

ANT/IOT
L-AnaHuH + 2-Okcornytapar  =——9 Mupysar + L-MyTtamar
nar
Mupysat + HAOH —_—l L-Nakrat + HAQ"
nar
Ob6pasey nupysat + HAOQH  ~—m——mv--pp L-Naktat + HAQ"

AJlT : AnaHnHamvHoTpaHcdepasa
NAr : NakratgerngporeHasa

AktuBHocTb AT B npobe nponopuuoHanbHa U3MEHEHMWIO MOrMoWeHUs npu
340 Hm.

OHAOreHHbI NupyBaT B obpasue, ObICTPO M MOMHOCTLIO BOCCTaHaBMBAETCH
JAr, Bo Bpemsi HKY6aLMOHHOMO NeproAa 1 He MeLLaeT NPOBEAEHUI0 aHanm3a.

CocTaB peareHToB

R1

Tpuc 6ydep (pH 7,5) 137,5 mmonb/n
L - AnaHvH 709 mmonb/n
NAr (mvkpo6Has) 22000 E/n

R2

CAPSO 20 mmonb/n
2-OkcornyTapat 85 mmonb/n
HAOH 1,05 Mmonb/n

MpuroroBneHve pabo4mnx peareHToB
PeareHTbl R1 1 R2 xuakve, roToBble K MCMOMb30BaHUIO.
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XpaHeHue 1 cTabUnbLHOCTb

He BckpblTble peareHTbl (R1 v R2) cTabunbHbl 4O JOCTUXEHWUS yKa3aHHOro
cpoka rofHoCTu, ecnu xpaHsaTcesa npu 2-8°C.

XpaHeHve Ha 6opTy: MuH. 30 gHen (Npu TemnepaType 2—10°C, B XonoaunbHuke
npuGopa) v Npu ycrnoBuu OTCYTCTBUSI KOHTAMUHALWN.

O6pasubl

He remonmanpoBaHHasi CbIBOpOTKa, renapuHuampoBaHHas unu 3O TA nnasma.
VccnepoBaHve NpoBoAnTL B cOOTBETCTBMM C NpoTokonioM NCCLS (unu aHanoros).
MoTeps akTUBHOCTK:

B TeyeHue 3 oHen  npu 2-8°C <10 %

B TeyeHue 3 gHen  npu 15-25°C <17 %

CrabunbHoCcTb

3 mecsaua npu -20 C

3arpsiaHeHHble 06pa3Libl He MCMOb30BaTh.

Kann6poska

Mbl pekomeHgyem ansi kanubposku ucnonb3oBatb XL MYINBTUKAN, Kat.Ne
XSYS0034.

MeproanyHOCTb KannBpoBKU:

* 1ocne M3MEHeHNs Cepun peareHTa

* B COOTBETCTBUM C BHYTPEHHMMM TPeBOBaHNAMMN KOHTPOMSA KayecTa
TpaccupoBka:

Kanunbpatop 6bin cTaHOapTM3MPOBaH B COOTBETCTBUM C pekomeHgaumsamm IFCC
(MexpayHapogHoe obectBo KnuHuyeckon Xumun), 6e3 Mo.

KoHTpons kayecTsa
[lna NpoBeAeHNs KOHTPOMNSA Ka4ecTBa PEKOMEH/1YIOTCH KOHTPOMbHbIE ChIBOPOTKM:
OPBA HOPMA, Kat. No. BLT00080, 3PBA MATOJIOIMA, Kat. No. BLT00081.

Pacuert
PesynbTaThl paccunTbIBalOTCA aBTOMATUYECKW aHann3aTopoM.

KoadcpmumeHT nepecuera
E/n x 0,017 = mkkat/n

HopMmanbHble BennumnHbl *

CbiBopoTka / Mna3ma

XKeHwmHbl  go 34 E/n (0,578 mkkat/n)

My>XUnHBI no 45 E/n (0,765 mkkat/n)

MpuBeaeHHble Auana3oHbl BerMYMH crnedyeT paccmaTpuBaTbh — Kak
opueHTUpoBoYHble. Kaxxaoi nabopatopumn Heo6xoamMMo onpeaensTb CBOU
AnanasoHbl.

3HauyeHusi BeNUYuH

3HauyeHnsi HopMarnbHbIX BEeMUYMH  ObiNM  MoMyYeHbl Ha aBTOMAaTUYECKUX
aHanusatopax cepum ERBA XL. Pesynbratel MOrytT oTnuuarthbes, ecnu
onpeaeneHve NpoBOAWMM Ha ApyroM Tune aHanusatopa.
Paboune xapaKkrepucTuku
YyBcTBUTENbHOCTL: 4,4 E/n (0,075 mkkaTt/n)
JInHeHoOCTB: no 360 E/n (6,12 mkkat/n)
[Onana3soH uamepenun: 4,4 - 360 E/n (0,075 — 6,12 mkkaTt/n)
BocnpousBoaumMmocTb
. CpeaHeapudgmeTnyeckoe SD Ccv
BHyTpucepuiiias N snauenme (E/n) (E/n) (%)
Ob6paszeu 1 20 58,32 2,52 4,31
Ob6paseu 2 20 114,72 1,38 1,20

rba

XL SysPack
. CpepaHeapudmMeTUyeckoe SD Ccv
MenxcepwiiHas N 3nauenue (E/n) (E/n) (%)
O6paszeu 1 20 40,20 1,20 3,12
O6paseun 2 20 112,8 2,40 1,95

CpaBHeHue MeToAo0B

CpaBHeHune 6bino npoBefeHo Ha 40 obpasuax ¢ mcnonb3oBaHnem XL-cuctem
peareHtoB AJlT (y) M UMEOLMXCS B Mpofaxe peareHTOB C KOMMEPYeCKu
[OCTYMHON METOANKOM (X).

Pesynesrartbi:

y=0,979 x— 1,80 E/n

r=0,996 (r — k03 PMLMEHT KOpPENALMM)

CneundmyHocTb / Bnusawwpme Bewectsa
lemorno6uH po 2,5 r/n, 6unupyoun go 30 mr/an v Tpurnuuepuabl 4o 2000 mr/an
He BMUSIOT Ha pe3ynbTaThbl aHanusa.

MpenynpexaeHus n mepbl NPEAOCTOPOXHOCTU

HabGop peareHTOB npeAHasHayeH Ans in vitro gnarHocTukm npodeccnoHanbHo
06y4eHHbIM nabopaHToM.

Habop peareHToB cogepxat 0,1% asuga HaTpusi — knaccuduumpyeTcs, Kak
TOKCMYHOE, ONacHoe BeLLECTBO NS OKpyXatoLlen cpeabl.

YTunusaums mcnonb3oBaHHbIX MaTepuanos
B cootBeTcTBUM C cyuleCTByOLLMMU B Ka)KﬂOI?I CTpaHe npasunamMmun ona gaHHoro
BUAa matepuana.

M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com
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ASSAY PARAMETERS (conventional units)

ASSAY PARAMETERS (Sl units)

XL-100 XL-200 XL-300/600 XL-100 XL-200 XL-300/600
Instrument EM-100 EM-200 EM-360 | XL-640 | XL-1000 | XL-180 | Instrument EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180
Test Details Test Details
Test SGPT SGPT SGPT SGPT SGPT SGPT Test SGPT SGPT SGPT SGPT SGPT SGPT
Test Code 62 62 62 62 62 62 Test Code 62 62 62 62 62 62
Report Name ALT/GPT ALT/GPT ALT/GPT ALT/GPT ALT/GPT ALT/GPT Report Name ALT/GPT ALT/GPT ALT/GPT ALT/GPT ALT/GPT ALT/GPT
Unit u/l u/l u/l u/ u/l u/l Unit ukat/l ukat/l pkat/l ukat/l ukat/l ukat/l
Decimal Places 1 1 1 1 1 1 Decimal Places 2 2 2 2 2 2
Wavelength-Primary 340 340 340 340 340 340 Wavelength-Primary 340 340 340 340 340 340
Wavelength-Secondary 660 660 660 660 660 660 Wavelength-Secondary 660 660 660 660 660 660
Assay type Rate-A Rate-A Rate-A Rate-A Rate-A Rate-A Assay type Rate-A Rate-A Rate-A Rate-A Rate-A Rate-A
Curve type Linear Linear Linear Linear Linear Linear Curve type Linear Linear Linear Linear Linear Linear
M1 Start 0 0 0 0 0 0 M1 Start 0 0 0 0 0 0
M1 End 0 0 0 0 0 0 M1 End 0 0 0 0 0 0
M2 Start 21 21 20 32 15 21 M2 Start 21 21 20 32 15 21
M2 End 31 31 30 52 23 31 M2 End 31 31 30 52 23 31
Sample replicates 1 1 1 1 1 1 Sample replicates 1 1 1 1 1 1
Standard replicates 3 3 3 3 3 3 Standard replicates 3 3 3 3 3 3
Control replicates 1 1 1 1 1 1 Control replicates 1 1 1 1 1 1
Control interval 0 0 0 0 0 0 Control interval 0 0 0 0 0 0
Reaction Direction Decreasing Decreasing Decreasing Decreasing Decreasing Decreasing Reaction Direction Decreasing Decreasing Decreasing Decreasing Decreasing Decreasing
React. Abs. Limit 0.5 0.5 0.5 0.5 0.5 0.5 React. Abs. Limit 0.5 0.5 0.5 0.5 0.5 0.5
Prozone Limit % 0 0 0 0 0 0 Prozone Limit % 0 0 0 0 0 0
Prozone Check Upper Upper Upper Upper Upper Upper Prozone Check Upper Upper Upper Upper Upper Upper
Linearity Limit % 30 30 30 30 30 30 Linearity Limit % 30 30 30 30 30 30
Delta Abs/Min 0.021 0.021 0.021 0.021 0.021 0.021 Delta Abs/Min 0.021 0.021 0.021 0.021 0.021 0.021
Technical Minimum 44 4.4 4.4 4.4 4.4 4.4 Technical Minimum 0.08 0.08 0.08 0.08 0.08 0.08
Technical Maximum 360 360 360 360 360 360 Technical Maximum 6.12 6.12 6.12 6.12 6.12 6.12
Y=aX+b Y=aX+b
a= 1 1 1 1 1 1 a= 1 1 1 1 1 1
b= 0 0 0 0 0 0 b= 0 0 0 0 0 0
Reagent Abs Min 1.1 1.1 1.1 1.1 1.1 1.1 Reagent Abs Min 1.1 1.1 1.1 1.1 1.1 1.1
Reagent Abs Max 0 0 0 0 0 0 Reagent Abs Max 0 0 0 0 0 0
Auto Rerun No No No No No No Auto Rerun No No No No No No
Total Reagents 2 2 2 2 2 2 Total Reagents 2 2 2 2 2 2
Reagent R1 SGPT R1 SGPT R1 SGPT R1 SGPT R1 SGPT R1 SGPT R1 Reagent R1 SGPT R1 SGPT R1 SGPT R1 SGPT R1 SGPT R1 SGPT R1
Reagent R2 SGPT R2 SGPT R2 SGPT R2 SGPT R2 SGPT R2 SGPT R2 Reagent R2 SGPT R2 SGPT R2 SGPT R2 SGPT R2 SGPT R2 SGPT R2
Reagent R3 NA NA NA NA NA NA Reagent R3 NA NA NA NA NA NA
Test Volumes Test Volumes
Test SGPT SGPT SGPT | SGPT SGPT SGPT Test SGPT | SGPT SGPT | SGPT | SGPT | SGPT
Sample Type SERUM SERUM SERUM [ SERUM SERUM SERUM Sample Type SERUM | SERUM SERUM [ SERUM | SERUM [ SERUM
Sample Vol le Volumes
Normal 16 16 16 16 12 16 Normal 16 16 16 16 12 16
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Increase 32 32 32 32 24 32 Increase 32 32 32 32 24 32
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Decrease 8 8 8 8 6 8 Decrease 8 8 8 8 6 8
Dilution Ratio 5 5 5 5 5 5 Dilution Ratio 5 5 5 5 5 5
Standard volume 16 16 16 16 12 16 Standard volume 16 16 16 16 12 16
Reagent Volumes and Stirrer speed Reagent Volumes and Stirrer speed
RGT-1 Volume 160 160 160 160 120 160 RGT-1 Volume 160 160 160 160 120 160
R1 Stirrer Speed Medium Medium NA Medium Medium Medium R1 Stirrer Speed Medium Medium NA Medium Medium Medium
RGT-2 Volume 40 40 40 40 30 40 RGT-2 Volume 40 40 40 40 30 40
R2 Stirrer Speed High High NA High High High R2 Stirrer Speed High High NA High High High
RGT-3 Volume 0 0 0 0 0 0 RGT-3 Volume 0 0 0 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges Reference Ranges
Test SGPT SGPT SGPT SGPT SGPT SGPT Test SGPT SGPT SGPT SGPT SGPT SGPT
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default Default Default Reference Range Default Default Default Default Default Default
Category Male Category Male
Normal-Lower Limit 0 0 0 0 0 0 Normal-Lower Limit 0 0 0 0 0 0
Normal-Upper Limit 45 45 45 45 45 45 Normal-Upper Limit 0.77 0.77 0.77 0.77 0.77 0.77
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Category Female Category Female
Normal-Lower Limit 0 0 0 0 0 0 Normal-Lower Limit 0 0 0 0 0 0
Normal-Upper Limit 34 34 34 34 34 34 Normal-Upper Limit 0.58 0.58 0.58 0.58 0.58 0.58
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Revision Number Revision Number

<A-100- <A-200- <A-300/600- <A-640- <A-1000- <A-180- <ASI-100- <ASI-200- |<ASI-300/600-| <ASI-640- <ASI-1000- <ASI-180-
Revision SGPT-2 SGPT-2 -SGPT-2 SGPT-2 SGPT-2 SGPT-2 Revision SGPT-2 SGPT-2 SGPT-2 SGPT-2 SGPT-2 SGPT-2

26.09.2013> | 26.09.2013> | 26.09.2013> | 26.09.2013> | 26.09.2013> | 18.01.2014> 26.09.2013> | 26.09.2013> | 26.09.2013> | 26.09.2013> | 26.09.2013> | 18.01.2014>
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SYMBOLS USED ON LABELS / CUMBO/bl, UCMOJIb3YEMbIE HA 3TUKETKAX

E Catalogue Number Manufacturer See Instruction for Use
KaTtanoxHbiin Ne MpoussoanTens CMOTpETb MHCTPYKLMIO
npy UCMOMNb30BaHUM

Lot Number c E CE Mark - Device comply with Storage Temperature
LOT| Cepus the Directive 98/79/EC Cobnioaats Temneparypy xpaHeHus
3uak CE - cootBeTcTBME
[vpektuse 98/79/EC
Expiry Date In Vitro Diagnostics - Content / ConepxaHue
8 Cpok rogHOCT! [ns in vitro guarHocTukn CONT
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