GLUCOSE HK

Cat. No. Pack Name Packaging (Content)

XS8YS0095 GLU HK 330

R1:6x44 ml, R2:6 x 11 ml
GD, ce
INTENDED USE

Diagnostic reagent for quantitative in vitro determination of Glucose in human
serum, plasma and urine.

CLINICAL SIGNIFICANCE

Accurate measurement of glucose in body fluid is important in diagnosis and
management of diabetes, hypoglycemia, adrenal dysfunction and various
other conditions. High levels of serum glucose may be seen in case of Dia-
betes mellitus, in patients recieving glucose containing fluids intravenously,
during severe stress and in cerebrovascular accidents.

Decreased levels of glucose can be due to insulin administration, as a result
of insulinoma, inborn errors of carbohydrate metabolism or fasting.

PRINCIPLE

Glucose, in presence of hexokinase, reacts with ATP forming glucose-6-phospha-
te and ADP. The glucose-6-phosphate reacts with NAD* in presence of G-6-PDH
to form D-glucono-d-lactone-6-phosphate and NADH. The intensity of absorban-
ce at 340 nm is proportional to the glucose concentration and can be measured
photometrically.

REAGENT COMPOSITION

R1

TRIS buffer, pH 7.40 100 mmol/l
ATP 2.5 mmol/l
NAD* 2.5 mmol/l
R2

MgCl, 25 mmol/l
Hexokinase >10 kU/I
G-6-PDH >10 kU/I

REAGENT PREPARATION
Reagents are liquid, ready for use.

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.

After first opening, reagents are stable for 60 days at 2-8 °C if stored at appropri-
ate conditions, closed carefully and without any contamination.

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

SPECIMEN COLLECTION AND HANDLING

Use unheamolytic serum, plasma (heparin, EDTA) or urine.

It is recommended to follow NCCLS procedures (or similar standardized conditions).
Stability after addition of a glycolytic inhibitor (Fluoride, monoiodoacetate,
mannose): 3
2 days

7 days

at 20-25°C
at4-8°C
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Stability in serum (separated from cellular contents, hemolysis free) without
adding a glycolytic inhibitor: 2*

8 hours at25°C
72 hours at4°C
Stability of glucose in urine:
24 hours at4-8°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 ID-MS.

QUALITY CONTROL
For quality control ERBA NORM, Cat. No. BLTO0080 and ERBA PATH,
Cat. No.BLT00081 are recommended.

CALCULATION
The XL Results are calculated automatically by the instrument.

UNIT CONVERSION
mg/dl x 0.056 = mmol/l

EXPECTED VALUES?

Serum:

Glucose Fasting:

Cord: 45-96 mg/d|

Newborn 1 d: 40-60 mg/dI

Newborn >1 d: 50-80 mg/d|

Child: 60—100 mg/dI

Adult: 74—100 mg/dI

>60 y: 82—-115 mg/dl

>90 y: 75-121 mg/d|

Glucose 2 h Postprandial: <120 mg/dI
WB (Hep) Adult: 65-95 mg/d|

Urine: 1-15 mg/dl

It is recommended that each laboratory verify this range or derives referen-
ce 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: 2.0 mg/dl
Linearity: 800 mg/dI
Measuring range: 2.0-800 mg/dl

<€rba

XL SysPack
PRECISION
Intra-assay Mean SD Cv
(n=20) (mg/dl) (mg/dl) (%)
Sample 1 91.0 1.50 1.65
Sample 2 245 0.96 0.39
Inter-assay Mean SD cv
(n=20) (mg/dl) (mg/dl) (%)
Sample 1 90.7 1.23 1.35
Sample 2 263 2.99 1.14
COMPARISON

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

N =40

r=0.997

y = 0.9493 x + 2.8703 mg/dl

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 12.5 g/l, bilirubin up to 40 mg/dl, triglycerides up to 850 mg/d|

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.

WASTE MANAGEMENT
Please refer to local legal requirements.

Erba Lachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com
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GLUCOSE HK

Kat. €. Nazev Obsah baleni

XSYS0095 GLU HK 330 R1:6 x 44 ml, R2: 6 x 11 ml
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POUZITI

Diagnosticka souprava pro kvantitativni in vitro stanoveni glukosy v lidském séru,
plasmé a mo¢i.

KLINICKY VYZNAM

Stanoveni glukosy v télnich tekutinach je vyznamné pfi diagnéze a monitorovani
diabetu, neonatalni hypoglykémie, vylouc¢eni karcinomu bunék ostrivkd pankrea-
tu a sledovani poruch metabolismu sacharidd pfi rdznych onemocnénich.
Vysoké koncentrace sérové glukosy se vyskytuji pfi diabetu, u pacientt dostavaji-
cich glukosu intravendzné, béhem silného stresu a pfi mozkové pfihodé.

Ke snizeni hladiny krevni glukosy muze dojit v disledku podavani insulinu & vro-
zené poruchy metabolismu sacharid(.

PRINCIP METODY

V pfitomnosti enzymu hexokinasa (HK) reaguje glukosa s ATP za vzniku ADP
a glukosa-6-fosfatu. Glukosa-6-fosfat reaguje s NAD* v pfitomnosti enzymu glu-
kosa-6-fasfatdehydrogenasa (G-6-PDH) a vznikajici NADH je méren pfi 340 nm.
MnozZstvi vzniklého NADH je pfimo umérné koncentraci glukosy ve vzorku.

SLOZENI CINIDEL

R1

TRIS pufr, pH 7,4 100 mmol/l
ATP 2,5 mmol/l
NAD* 2,5 mmol/l
R2

MgCl, 25 mmol/l
Hexokinase >10 kU/I
G-6-PDH >10 kU/I

PRIPRAVA PRACOVNICH ROZTOKU
Cinidla jsou kapalna, pfipravena k pouziti.

STABILITA PRACOVNICH ROZTOKU

Cinidla R1 a R2 jsou kapalna a jsou ur&ena k pfimému pouziti. Pokud jsou skladova-
na pfi 2-8 °C jsou stabilni do data exspirace vyzna¢eného na obalu.

Stabilita po prvnim otevieni lahvi¢ek je 60 dni pfi 2—-8 °C, chranéné pfed kontaminaci.
Stabilita na boardu analyzatoru: min. 30 dni, jsou-li skladovana pfi 2-10 °C
a chranéna pred svétlem a kontaminaci.

VZORKY
Nehemolytické sérum, plasma (EDTA, heparin), mo¢.

(separace erytrocytt do 30 minut)

Doporucéejeme postupovat dle NCCLS (nebo podobnych standardu).

Stabilita glukosy v plasmé po pfidani inhibitora glykolysy (fluorid, monojoé-
dacetat, manosa):
2 dny

7 dni

pFi 20-25°C
P 4-8°C
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Stabilita glukosy v séru (separovaného od bunéénych slozek, bez hemolysy)
bez pfidavku inhibitort glykolysy:

8 hodin pfi 25°C

72 hodin pfi4°C
Stabilita glukosy v mog¢i:

24 hodin pfi 4-8°C
Nepouzivejte kontaminované vzorky.
KALIBRACE

Ke kalibraci se doporucuje XL Multical, kat. €. XSYS0034.
Frekvence kalibrace: doporucuje se kalibrovat v téchto pripadech:
* pfi vyméné Sarze

« jak doporucuiji pfedpisy pro interni kontrolu kvality

Navaznost: kalibrator je standardizovan vuci ID-MS

KONTROLA KVALITY
Ke kontrole kvality se doporucuje ERBA NORM, kat. ¢. BLTO0080, ERBA PATH,
kat. ¢. BLT00081.

VYPOCET
Vypocet je proveden automaticky analyzatorem XL.

PREPOCET JEDNOTEK
mg/dl x 0,056 = mmol/l

REFERENCNi HODNOTY

Sérum:

Hladina glukézy:

Pupecnikova krev: 2,5-5,3 mmol/l

Novorozenec 1 den: 2,2—3,3 mmol/l

Novorozenec >1 den: 2,8—4,5 mmol/l

Dité: 3,5-5,6 mmol/l

Dospéli: 4,1-5,6 mmol/l

>60 let: 4,6—6,4 mmol/l

>90 let: 4,2—6,7 mmol/l

Glukoéza 2 h po hladovéni: <6,7 mmol/l

Vendzni krev (Heparin) Dospély: 3,5—5,3 mmol/l

Mo¢: 0,1-0,8 mmol/l

Referencni rozmezi je pouze orientacni, doporucuje se, aby si kazda labora-
tof ovérila rozsah referencniho intervalu pro populaci, pro kterou zajistuje
laboratorni vysetreni.

VYKONNOSTNi CHARAKTERISTIKY
Vykonnostni charakteristiky byly ziskany na automatickych analyzatorech ERBA
XL. Data ziskana ve vasi laboratofi se mohou od téchto hodnot lisit.

<€rba

XL SysPack
Inter-assay Pramér SD cv
(n=20) (mmol/l) (mmol/l) (%)
Vzorek 1 5,08 0,069 1,35
Vzorek 2 14,73 0,064 1,14

Dolni mez stanovitelnosti: 0,11 mmol/l

Linearita: 45 mmol/l

Pracovni rozsah: 0,11—-45 mmol/l

PRESNOST
Intra-assay Pramér SD cv
(n=20) (mmol/l) (mmol/l) (%)
Vzorek 1 5,10 0,084 1,65
Vzorek 2 13,72 0,054 0,39

SROVNANi S KOMERCNE DOSTUPNOU METODOU
Linearni regrese:

N =40

r=0,997

y = 0,9493 x + 0,1607 mmol/l

INTERFERENCE
Nasledujici analyty neinterferuji:
hemoglobin do 12,5 g/l, bilirubin do 40 mg/dl, triglyceridy do 850 mg/dI

BEZPECNOSTNI CHARAKTERISTIKY
Uréeno pro in vitro diagnostické pouziti opravnénou a odborné zpusobilou osobou.

NAKLADANI S ODPADY

Podle mistnich pozadavku.

Papirové a ostatni obaly se likviduji podle druhu materialu jako tfidény odpad
(papir, sklo, plasty).

Erba Lachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbalachema.com
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ASSAY PARAMETERS (conventional units)

rba’

XL-100 XL-200 XL-300/600
Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 |
Test Details
Test GLHK GLHK GLHK GLHK GLHK GLHK
Test Code 80 80 80 80 80 80
Report Name Glucose HK | Glucose HK | Glucose HK | Glucose HK | Glucose HK | Glucose HK
Unit mg/d| mg/dl mg/dl mg/dl mg/dI mg/dl
Decimal Places 1 1 1 1 1 1
Wavelength-Primary 340 340 340 340 340 340
Wavelength-Secondary 405 405 415 415 405 405
Assay type 2-Point 2-Point 2-Point 2-Point 2-Point 2-Point
Curve type Linear Linear Linear Linear Linear Linear
M1 Start 16 16 12 24 10 16
M1 End 16 16 12 24 10 16
M2 Start 34 34 51 61 31 34
M2 End 34 34 51 61 31 34
Sample replicates 1 1 1 1 1 1
Standard replicates 3 3 3 3 3 3
Control replicates 1 1 1 1 1 1
Control interval 0 0 0 0 0 0
Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing
React. Abs. Limit 24 24 24 24 24 24
Prozone Limit % 0 0 0 0 0 0
Prozone Check Lower Lower Lower Lower Lower Lower
Linearity Limit % 0 0 0 0 0 0
Delta Abs/Min 0 0 0 0 0 0
Technical Minimum 2.0 2.0 2.0 2.0 5.5 2.0
Technical Maximum 800 800 800 800 800 800
Y=aX+b
a= 1 1 1 1 1 1
b= 0 0 0 0 0 0
Reagent Abs Min 0 0 0 0 0 0
Reagent Abs Max 0.4 0.4 0.4 0.4 0.4 0.4
Auto Rerun No No No No No No
Total Reagents 2 2 2 2 2 2
Reagent R1 GLHK R1 GLHKR1 GLHKR1 GLHK R1 GLHKR1 GLHKR1
Reagent R2 GLHK R2 GLHK R2 GLHK R2 GLHK R2 GLHK R2 GLHK R2
Reagent R3 NA NA NA NA NA NA
Test Volumes
Test | GLHK | GLHK | GLHK | GLHK | GLHK | GLHK
Sample Type | SERUM | SERUM | SERUM | SERUM | SERUM [ SERUM
Sample Volumes
Normal 2 2 2 2 2 2
Dilution Ratio 1 1 1 1 1 1
Increase 4 4 4 4 4 4
Dilution Ratio 1 1 1 1 1 1
Decrease 2 2 2 2 2 2
Dilution Ratio 5 5 5 5 5 5
Standard volume 2 2 2 2 2 2
Reagent Volumes and Stirrer speed
RGT-1 Volume 180 180 200 180 160 180
R1 Stirrer Speed Medium Medium Medium Medium Medium Medium
RGT-2 Volume 45 45 50 45 40 45
R2 Stirrer Speed High High High High High High
RGT-3 Volume 0 0 NA 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges
Test GLHK GLHK GLHK GLHK GLHK GLHK
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default Default Default
Category Male
Normal-Lower Limit 74 74 74 74 74 74
Normal-Upper Limit 100 100 100 100 100 100
Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA
Category Female
Normal-Lower Limit 74 74 74 74 74 74
Normal-Upper Limit 100 100 100 100 100 100
Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA

ASSAY PARAMETERS (S units) XL SysPack

XL-100 XL-200 XL-300/600
Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 |
Test Details
Test GLHK GLHK GLHK GLHK GLHK GLHK
Test Code 80 80 80 80 80 80
Report Name Glucose HK | Glucose HK | Glucose HK | Glucose HK | Glucose HK | Glucose HK
Unit mmol/L mmol/L mmol/L mmol/L mmol/L mmol/L
Decimal Places 1 1 1 1 1 1
Wavelength-Primary 340 340 340 340 340 340
Wavelength-Secondary 405 405 415 415 405 405
Assay type 2-Point 2-Point 2-Point 2-Point 2-Point 2-Point
Curve type Linear Linear Linear Linear Linear Linear
M1 Start 16 16 12 24 10 16
M1 End 16 16 12 24 10 16
M2 Start 34 34 51 61 31 34
M2 End 34 34 51 61 31 34
Sample replicates 1 1 1 1 1 1
Standard replicates 3 3 3 3 3 3
Control replicates 1 1 1 1 1 1
Control interval 0 0 0 0 0 0
Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing
React. Abs. Limit 24 24 24 24 24 24
Prozone Limit % 0 0 0 0 0 0
Prozone Check Lower Lower Lower Lower Lower Lower
Linearity Limit % 0 0 0 0 0 0
Delta Abs/Min 0 0 0 0 0 0
Technical Minimum 0.11 0.11 0.11 0.11 0.31 0.11
Technical Maximum 45 45 45 45 45 45
Y=aX+b
a= 1 1 1 1 1 1
b= 0 0 0 0 0 0
Reagent Abs Min 0 0 0 0 0 0
Reagent Abs Max 04 04 04 0.4 0.4 0.4
Auto Rerun No No No No No No
Total Reagents 2 2 2 2 2 2
Reagent R1 GLHK R1 GLHKR1 GLHK R1 GLHK R1 GLHKR1 GLHKR1
Reagent R2 GLHK R2 GLHK R2 GLHK R2 GLHK R2 GLHK R2 GLHK R2
Reagent R3 NA NA NA NA NA NA
Test Volumes
Test | GLHK | GLHK | GLHK | GLHK | GLHK | GLHK
Sample Type | SERUM | SERUM | SERUM | SERUM | SERUM | SERUM
Sample Volumes
Normal 2 2 2 2 2 2
Dilution Ratio 1 1 1 1 1 1
Increase 4 4 4 4 4 4
Dilution Ratio 1 1 1 1 1 1
Decrease 2 2 2 2 2 2
Dilution Ratio 5 5 5 5 5 5
Standard volume 2 2 2 2 2 2
Reagent Volumes and Stirrer speed
RGT-1 Volume 180 180 200 180 160 180
R1 Stirrer Speed Medium Medium Medium Medium Medium Medium
RGT-2 Volume 45 45 50 45 40 45
R2 Stirrer Speed High High High High High High
RGT-3 Volume 0 0 NA 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges
Test GLHK GLHK GLHK GLHK GLHK GLHK
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default Default Default
Category Male
Normal-Lower Limit 4.1 4.1 4.1 41 41 41
Normal-Upper Limit 5.6 5.6 5.6 5.6 5.6 5.6
Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA
Category Female
Normal-Lower Limit 4.1 4.1 4.1 4.1 4.1 4.1
Normal-Upper Limit 5.6 5.6 5.6 5.6 5.6 5.6
Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA
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ASSAY PARAMETERS (conventional units)

XL-100 XL-200 XL-300/600
Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 |
Test Volumes
Test | GLHK [ GLHK | GLHK | GLHK | GLHK | GLHK
Sample Type ]| URINE | URINE [ URINE [ URINE [ URINE | URINE
Sample Volumes
Normal 2 2 2 2 2 2
Dilution Ratio 1 1 1 1 1 1
Increase 4 4 4 4 4 4
Dilution Ratio 1 1 1 1 1 1
Decrease 2 2 2 2 2 2
Dilution Ratio 5 5 5 5 5 5
Standard volume 2 2 2 2 2 2
Reagent Volumes and Stirrer speed
RGT-1 Volume 180 180 200 180 160 180
R1 Stirrer Speed Medium Medium Medium Medium Medium Medium
RGT-2 Volume 45 45 50 45 40 45
R2 Stirrer Speed High High High High High High
RGT-3 Volume 0 0 NA 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges
Test GLHK GLHK GLHK GLHK GLHK GLHK
Sample Type URINE URINE URINE URINE URINE URINE
Reference Range Default Default Default Default Default Default
Category Male
Normal-Lower Limit 1 1 1 1 1 1
Normal-Upper Limit 15 15 15 15 15 15
Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA
Category Female
Normal-Lower Limit 1 1 1 1 1 1
Normal-Upper Limit 15 15 15 15 15 15
Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA
Revision Number
<A- <A- <A- <A- <A-
Revision <A 00-CLHK-1] .100-GLHK-2 | -100-GLHK-1 | -100-GLHK-2 | -100-GLHK-2 | -100-GLHK-2
e 18.02.2020> | 18.02.2020> | 18.02.2020> | 18.02.2020> | 18.02.2020>
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ASSAY PARAMETERS (S! units) XL SysPack
XL-100 XL-200 XL-300/600

Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 |
Test Volumes
Test | GLHK | GLHK | GLHK | GLHK | GLHK | GLHK
Sample Type | URINE | URINE [ URINE | URINE [ URINE | URINE
Sample Volumes
Normal 2 2 2 2 2 2
Dilution Ratio 1 1 1 1 1 1
Increase 4 4 4 4 4 4
Dilution Ratio 1 1 1 1 1 1
Decrease 2 2 2 2 2 2
Dilution Ratio 5 5 5 5 5 5
Standard volume 2 2 2 2 2 2
Reagent Volumes and Stirrer speed
RGT-1 Volume 180 180 200 180 160 180
R1 Stirrer Speed Medium Medium Medium Medium Medium Medium
RGT-2 Volume 45 45 50 45 40 45
R2 Stirrer Speed High High High High High High
RGT-3 Volume 0 0 NA 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges
Test GLHK GLHK GLHK GLHK GLHK GLHK
Sample Type URINE URINE URINE URINE URINE URINE
Reference Range Default Default Default Default Default Default
Category Male
Normal-Lower Limit 0.06 0.06 0.06 0.06 0.06 0.06
Normal-Upper Limit 0.84 0.84 0.84 0.84 0.84 0.84
Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA
Category Female
Normal-Lower Limit 0.06 0.06 0.06 0.06 0.06 0.06
Normal-Upper Limit 0.84 0.84 0.84 0.84 0.84 0.84
Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA
Revision Number

<A- <A- <A- <A- <A- <A-
Revision -100-GLHK-1 | -100-GLHK-2 | -100-GLHK-1 | -100-GLHK-2 | -100-GLHK-2 | -100-GLHK-2

18.02.2020> | 18.02.2020> | 18.02.2020> | 18.02.2020> | 18.02.2020> | 18.02.2020>

USED SYMBOLS / POUZITE SYMBOLY
Catalogue Number I Manufacturer See Instruction for Use
Katalogové ¢islo Vyrobce Ctéte navod k pouziti
X . . Storage Temperature
In Vitro Diagnostics /ﬂ[ Teplota skladovan
Content
CONT Obsah
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