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INTENDED USE

Diagnostic kit for determination of glucose concentration
used in automatic analysers 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

Glucose is a simple six-carbon sugar. Oxidative metabolism
of glucose provides the energy for most cellular processes.
Glucose level in the blood is tightly controlled by several
hormones. Elevated glucose level is the classic sign
of diabetes mellitus. Glucose level abnormalities (hyper-
or hypoglycemia) might be caused also by pancreas tumors
and diseases of liver, thyroid gland or adrenal glands.

METHOD PRINCIPLE
Enzymatic method with hexokinase and glucose-6-phosphate
dehydrogenase (G6P-DH).

glucose + ATP _ hexokinase _ glucose-6-phosphate + ADP
—

glucose-6-phosphate + NAD* _G6P-DH,, gluconate-6-phosphate
+NADH + H*

The rate of NADH formation is directly proportional
to the glucose concentration in the sample.

REAGENTS

Package

1-Reagent 4x31.9ml
2-Reagent 4x7.2ml

The reagents when stored at 2-8°C are stable up to expiry date
printed on the package. The reagents are stable for 12 weeks
on board the analyser at 2-10°C.

Concentrations in the tests

1-Reagent

PIPES buffer (pH 7.5) 80 mmol/l
Mg?* 10 mmol/l
ATP 4 mmol/l
NAD 3 mmol/l
2-Reagent

hexokinase >4500 U/l
glucose-6-phosphate dehydrogenase

(G6P-DH) > 14000 U/l

‘Warnings and notes

= Do not use after expiry date.

Do not freeze reagents.

Do not interchange caps.

Protect from direcr sunlight and avoid contamination!
Reagents should be mixed before use by gentle inverting
the bottles several times.

A-400 GLUCOSE HEX

= The reagents contain <0.1% sodium azide
as a preservative. Avoid contact with skin and mucous
membranes.

SPECIMEN

EDTA or heparinized plasma/serum, free from hemolysis,
cerebrospinal fluid, urine.

Plasma / Serum. Serum and plasma specimens should
be separated from cells within 30 minutes after collection.
Plasma specimen which is not assayed immediately after
collection should be kept in tubes containing sodium fluoride
or sodium iodoacetate. These compounds adding prevent
glycolysis and stabilize glucose level.

Serum and plasma can be stored up to 2 days at 4°C.’

Plasma is the specimen recommended for the glucose
determination in the blood.’

Cerebrospinal fluid. Glucose concentration in cerebrospinal
fluid should be measured directly after specimen collection.
Cerebrospinal fluid must be analysed simultancously
with a blood sample.

After centrifuge CSF sample can be stored up to 24 hours
at4°C.*

Urine. Collect 24-hour sample in dark bottle and keep
on ice. Preserve sample by adding 5 ml of glacial acetic acid
to the container before starting the collection. The final pH
of the sample should be between 4 and 5. Centrifuge samples
with visible turbidity or precipitates before analysis.

Urine can be stored up to 24 hour at 4°C.

Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE
1-Reagent and 2-Reagent are ready to use.
For reagent blank deionized water is recommended.

REFERENCE VALUES

mg/dl mmol/l
plasma, serum™®7 70 - 99 39-55
urine (24h)® 1-15 0.1-0.8
cerebrospinal fluid® 40-170 22-39

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 following controls:

CORMAY SERUM HN (Cat. No 5-172) and CORMAY
SERUM HP (Cat. No 5-173)_for determination in serum.
CORMAY URINE CONTROL LEVEL 1 (Cat. No 5-161)
and LEVEL 2 (Cat. No 5-162) for determination in urine.
For the calibration of automatic analyser BS-400
the CORMAY MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
is recommended.

For the calibration of automatic analyser BS-480
the  CORMAY MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
is recommended. Deionised water should be used
as a calibrator 0.
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The calibration curve should be prepared every 12 weeks,
with change of reagent lot number or as required e.g. quality
control findings outside the specified range.

PERFORMANCE CHARACTERISTICS

These metrological characteristics 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:
9.3 mg/dl (0.51 mmol/l) — BS-400
7.0 mg/dl (0.385 mmol/l) — BS-480

= Linearity:
up to 680 mg/dl (37.40 mmol/l) — BS-400
up to 860 mg/dl (47.30 mmol/l) — BS-480

If glucose concentration exceeds the range of linearity, dilute
sample with 0.9% NaCl and repeat the assay. Multiply the
result by the dilution factor.

=  Specificity / Interferences

Haemoglobin up to 1.25 g/dl, bilirubin up to 40 mg/dl,
ascorbate up to 62 mg/L and triglycerides up to 1000 mg/dl
do not interfere with the test. Some medicines can interfere.’

= Precision

Repeatability Mean SD CcvV
(run to run) [mg/dl] |[mg/dl] |[%]
BS-400 level 1 82.8 0.19 0.22
(n=20) level 2 28.,9 0.60 0.21
BS-480 level 1 86.79 0.25 0.29
(n=10) level 2 283.65 1.35 0.48
Reproducibility Mean SD CcvV
(day to day) [mg/dl] |[mg/dl] |[%]
BS-400 level 1 84.3 1.29 1.5
(n=80) level 2 295.0 4.38 1.5
BS-480 level 1 86.90 0.96 1.10
(n=10) level 2 278.56 1.22 0.44

=  Method comparison

A comparison between glucose values determined at BS-400
(y) and at Cobas Integra 400 Plus (x) using 39 samples
gave following results:

y=0.9955 x +2.4196 mg/dl;

R =1.000 (R — correlation coefficient)

A comparison between glucose values determined at BS-480
(y) and at Cobas Integra 400 Plus (x) using 40 samples
gave following results:

y =0.9946 x + 1.123 mg/dl;

R =1.000 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

A-400 GLUCOSE HEX
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NPEAINIOJATAEMOE UCITIOJIb30BAHUE
JlMarHoCTHYECKUi HaGOp Ul ONPENeNICHHs] KOHIICHTPAIUH
TIOKo3bl.  HaGop mpenHasHayeH Ui MCHOJIb30BaHHS
Ha aBTOMAaTHYECKUX aHaian3aropax: BS-400 nu BS-480.
PeareHTh! JODKHBI HCIIONB30BATHCS TOIBKO JUIS JHATHOCTUKA
in Vitro, KBaIM(UIUPOBAHHBIM JITAOOPATOPHBIM MEPCOHAIOM,
B UesAX, JUIi  KOTOPbIX ~ OHH  [pEeJHA3HAYEHBI,
B COOTBETCTBYIOIIHX JTa00PATOPHBIX YCIOBHSIX.

BBEJIEHUE

I'moko3a — 3TO TPOCTOM IIECTUYTIEPOIHBIH  caxap.
brnarojaps ee OKHCICHHIO, KJIETKH IIONYdYaroT OOJBIIYIO
Y9acTb DHEPIUH. ypOBCHL TJIIFOKO3BbI B KDOBH KOHTPOJIMPYETCSA
HECKOJIbKUMH TOPMOHAMH. [ToBbIIEHHBII YPOBCHB T'TFOKO3BI
SABJIACTCS THIIMYHBIM TIPOSBJICHUEM CAaXapHOTO Ima6e'ra.
AHOMaNbHBIH ~ YpPOBEHb  IVIIOKO3bI (rumep-  nubo
THUIOTTIMKEMHUS) MOXKET OBbITh TAKKE BBI3BAH 3a00JICBAHUAMHU
TICYCHH, IHHTOBHZ[HOﬁ JKEJIC3bI, HaAIMOYECYHUKOB nin
OIIyXOJIBIO OJKEITYJOYHOMN HKEITE3bI.

NPUHIMUII METOJA
DOH3UMATHYECKUil METOJl C TEeKCOKMHA30il M TIIIOK030-6-
neruzaporenasoii (G6P-DH).

TioK03a + ATQ o rioko30-6-pochar + AJID

r0K030-6-pocar + HAJ"T —SP-DH o riokonar-6- docdar +
HAJH + H*

Cxopocts obpaszoBanns HAJIH mpsamo mpomopuuoHambHa
KOHIEHTPALMHU [IIOKO3bI B 00pasLe.

PEATEHTbBI

Cocras Habopa

1-Reagent 4x31,9 M
2-Reagent 4x 72w

IIpy  Temmeparype  2-8°C,  peareHTBl  COXPaHSIOT
CTaOMIBEHOCTh B TEYEHHE BCETO CPOKA TOTHOCTH, YKAa3aHHOTO
Ha ynakoBke. CTaOmiIbHOCTb Ha OOpTYy aHanaM3aTopa INpH
2-10°C cocrapnseT 12 Henens.

KonueHTpauuu KOMIIOHEHTOB B peareHrax

1-Reagent

6ydep PIPES (pH 7,5) 80 MMoOIIB/1T
Mg?>* 10 Mmob/1
AT®D 4 MMoIB/I
HAL 3 MMoOJTB/IT
2-Reagent

TeKCOKHHa3a >4500 En/n

TITI0K030-6-aeruaporenasa (G6P-DH) > 14000 Ex/n
Mpenynpexaenns u NpUMeYAHUS

- He ucnons30Bath mociie OKOHYAHHS CpOKa roAHOCTH

= He 3aMOpa)XMBaTh PEArcHTOB.

= He B3aMMO3aMEHSTh KPbIIIEYeK (GIAKOHOB.

=  3amumarh OT CBETa U 3arpsi3HeHus !

A-400 GLUCOSE HEX

= Tlepex HCIONB30BaHUEM PEAreHTHI CIETYET AKKypaTHO
HepeMelaTh IIyTeM BparieHus (IaKoHOB.

=  Pearents! conepxar asuja Hatpus (< 0,1%) B kauecTBe
KoHcepBaHTa.  M30eraiiTe ~ KOHTakTa ¢  KOXeif
U CTU3UCTBIME 000JIOYKAMH.

BAOJIOTMYECKUI MATEPHUAT

[nasma kpoBu orobpanHas Ha OJITA wim Ha remapune
100 CHIBOPOTKA, 0€3 CIEeJOB IeMOJIH3a; CHMHHOMO3rOBas
JKUJIKOCTB, MOYA.

Iliazma / CeiBopoTka. ChIBOpOTKa JMOO IIa3Ma JIOJKHBI
OBITH OT/ENCHB! OT GOPMEHHBIX 3IEMEHTOB KPOBH B TCUCHHE
30 MUHYT.

ITna3My, KOTOpYIO HEBO3MOXKHO HCCIIEIOBAaTh Cpasy IIOCiIe
otbopa, CclemyeT XpaHHTh B HPOOMPKAX, COAEPIKAIINX
¢dropun mbo HomaneTaT HaTpUs. DTH COSTMHEHNS TOPMO3AT
TINKOJIN3 ¥ CTAOMITH3HPYIOT yPOBEHB TTTIOKO3BI.

CBIBOPOTKA M IIa3Ma MOTYT XPaHHUTBCS 1O 2 CYTOK IIpU
4°C3

[Ina3sma 370 pekOMEeHAyeMblii MaTepuan Ui OIpeeIeHHs
COZIEPXKAHKS TTIIOKO3bI B KPOBH.®

CnuHHOMO3roBast JKHAKOCTh. Omnpenenenne
B CIIMHHOMO3TOBOM >KHIKOCTH HPOBOAHUTCS Cpasy IOCIe
3abopa obpasma. JIod  KOPPEKTHOH  HMHTEpIpeTaInu
pe3yIbTaTOB,  CIIMHHO-MO3TOBYIO  JKHMJIKOCTh  CIEIyeT
HCCIIeNIoBaTh OJHOBPEMEHHO C MPOOOH KPOBH, B3SATON
y MAIMeHTa B TO XK€ BPeMsl.

IMocne weHTpUDYTHPOBAHMUS, CIMHHOMO3ILOBAsl >KHUAKOCTH
MOKeT XpaHuThes 10 24 yacos npu 4°C.*

Mouya. CyroyHyro Mouy coOpaTb B TEMHbI KOHTEHHeEp
U XpaHWTh Ha JbJy. llepexq HadanoM XpaHEHHs CIeIyer
06aBUTh 5 MII JIE[STHOW YKCYCHOW KHCIOTBI, JoBens pH
npobbl 10 4-5. OO6pasupl ¢ BHANMOH MYTHOCTBIO WM
HpelMIUTaTaMi  CIeyeT  LEeHTpUdYrupoBaTh  Hepej
AHAITH30M.

Moua moxeT xpaHuThCs 24 yaca ipu Temr. 4°C.

Tem He MeHee, pEeKOMEHIYETCS TPOBOJNTH MCCIIETOBAHHS
Ha CBEXeCOOpaHHOM OHOJIOTHYECKOM MaTepuaie.

MNPOLEIYPA OIIPEJEJIEHUSA

1-Reagent u 2-Reagent roToOBBI K UCIIOIb30BAHUIO.

B kadecTBe OIaHK-pearcHTa PeKOMEHIYEeTCsl HCIOIb30BATh
JICHOHU30BaHHYIO BOTLY.

PE®EPEHTHBIE BEJIMYHWHBbI

MI/ut MMOJIB/JT
1a3ma, cbiBopotka >%7 70 — 99 39-55
Moua (24x) 8 1-15 0,1-0,8
CITHHHOMO3TOBast 40-70 22-39
JKUJKOCTE®

Kaxmoifi  mabopaTopum  peKOMEHAYeTCsl  YCTaHOBHTh
COOCTBEHHBIC HOPMBI, XapaKTepHbIE JUIs 00CIeIyeMoro
KOHTHUHI'CHTA.

KOHTPOJIb KAYECTBA
Jlnst  BHYTPEHHEro KOHTPOJsS KauecTBa PEKOMEHJyeTcs
HCHOJIBb30BATh ISl KaXKI0M CEpUM H3MEPEHMIL:
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CORMAY SERUM HN (Kar.Ne 5-172) u CORMAY
SERUM HP (Kar.Ne 5-173) - mnpu TectupoBaHHH
CBIBOPOTKH.

CORMAY URINE CONTROL LEVEL 1 (Kat. Ne 5-161)
u LEVEL 2 (Kart. Ne 5-162) - npu uicciieJOBaHUSX MOYH.
Jlis  KaaMOpOBKM  ABTOMATHYECKOI0  AaHAIM3aTOpa
BS-400  pexomenayercs  ucmnoins3oBath  CORMAY
MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174, 5-176)
un LEVEL 2 (Kar. Ne 5-175, 5-177).

JUiss  KaJIMOpOBKH  aBTOMATHYECKOI0  aHAJIH3aTOpa
BS-480  pexomenmyercs  ucnonb3oBatb  CORMAY
MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174, 5-176)
u LEVEL 2 (Kar. Ne 5-175, 5-177).

B kadectBe 0-KammbOpaTopa PEeKOMEHIYETCs HCIIONb30BATh
JICHOHU30BaHHYIO BOLY.

KammbpoBouHyl0 KpHBYIO CIIEIyeT COCTABIATh Kaxble
12 Henenmb, NMpH KaXKJOH CMEHE JIOTa pearcHTa MM, eCId
pe3ymbTaThl  KOHTPONS ~ KauyecTBa ~ HE  IMOMAJaroT
B pe)epeHTHBIIT Anamna3oH.

XAPAKTEPUCTHUKH ONNPEJEJIEHUS

OTH METPOJIOTHYECKHE XAPAKTEPUCTUKHM OBUIM IOTy4YEHbI
TPU UCIIOIb30BAaHUM aBTOMATHYECKHUX aHanu3aropos BS-400
u BS-480. Pesynbrarhl, IOJy4YeHHblE HA  JPYrUX
aHAJIM3aTOPaX U BPYUYHYIO, MOTYT OTJIMYAThCS.

" YyBCTBHTEIHHOCTD:
9,3 mr/mn (0,51 mmons/i1) — BS-400
7,0 mr/m (0,385 mmons/m1) — BS-480

= JluHeiiHOCTB:
110 680 mr/ i (37,70 mmonb/in) — BS-400
110 860 mr/ 1 (47,30 mmorb/i) — BS-480

B cirygae 6onee BEICOKMX KOHIIEHTpAIMi, pa30aBbTe Mpooy
0,9% NaCl wu mnoBTOpHTE WHCCIenOBaHKHE. Pe3ymbrar
YMHOXbTE Ha (pakTOp pasBeICHHsI.

= Cnenuduyunocts / UnTepdepenuun

Iemornobun no 1,25 r/mn, Oumupyoun no 40 wmr/mi,
aCKOpOMHOBAsT KHUCJIOTA 10 62 MI/I M TPUITMLEPHAbI 10
1000 Mr/mn He BIHMSIOT HA pPE3YJbTATHl OINpPEIEICHHU.
Hekotopble —nekapcTBa MOIYT — BBI3BaTh  IIOMEXH B
ucenenosanun.’

=  TouyHocTh

[oBTOpsiemocTh Cpennee SD (6)%
(MEeXy CepUsIMH) [Mr/mn] | [mr/mi] [%]
BS-400 ypoBeHb 1 82,8 0,19 0,22
(n=20) |ypoBeHb 2 284,9 0,60 0,21
BS-480 ypoBeHsb 1 86,79 0,25 0,29
(n=10) |ypoBeHs 2 283,65 1,35 0,48
Bocnpounssoaumocts Cpennee SD (6)%
(130 JIHS B JICHbB) [mr/mn] | [mr/m] [%]
BS-400 | yposens 1 84,3 1,29 L5
(n=280) |ypoBeHs 2 295,0 4,38 1,5
BS-480 | yposens 1 86,90 0,96 1,10
(n=10) |ypoBeHs 2 278,56 1,22 0,44

= CpaBHeHHe MeTOA

CpaBHEHHE  pE3yNbTaTOB  ONPEICICHHS TJTFOKO3BI,
npousBeeHHbIX Ha BS-400 (y) u Ha Cobas Integra 400
Plus (x) ¢ ucronp3oBanneM 39 00pa3noB Aano ciexyromue
pe3y/IbTaThl:

y =0,9955 x +2,4196 mr/m;

R =1,000 (R — k03 dHIMEHT KOppETSLIH)

A-400 GLUCOSE HEX

CpaBHeHue pe3yabTaToB OIpeseIeHus TJIIOKO3BL,
npousBeneHHblx Ha BS-480 (y) u Ha Cobas Integra 400
Plus (x) ¢ ucrnosnb3oBaHueM 40 00pa3IoB a0 CIEAYIONHEe
Ppe3yIbTaThL:

y =0,9946 x + 1,123 mr/m;

R =1,000 (R — K03 UIHEHT KOpPeTAINN)

YTUJIA3ALIUSA OTXO10B
B cOOTBETCTBHY C TOKATBHBIMH TPEOOBAHUSAMH.
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PROGRAM NA ANALIZATOR: / APPLICATION: / ATANITALIUSI:
. BS-400
Basic
Test information Reagent Volume Sample Volume
No. 84 R1 160 Standard 3 15 10
Test GLUC HEX R2 32 Increased 6 15 10
Full Name GLUCOSE HEX R3 Decreased
Std. No. 84 R4
Reaction Parameters Result Setup
Reac. Type Endpoint Direction Increase Decimal [0.1 ] Slope 1
Pri. Wave 340 Rtg. Blank 41 [42 Unit [mg/dl | Inter 0
Sec. Wave Reac. Time 61 | 62
Criteria
bsort 0o o Lin. Range 93 [ 680 o Prozone ° Rate ° Antigen
Incre. Test 0 Lin. Limit Ql  [o Q2 Jo | Q3 [o | Q4 0
Decre. Test 0 Subs. Limit pc [0 | ABS 0
o Calibration
Calibration Judgment Criteria
Rule Two-point Linear Sensitivity Blank Abs.
pli Factor Diff. Error Limit
K SD Corr. Coeff.
.« QC
Rules Auto QC
‘Westgard Multi-rule Cum. Sum Check
v 1-28 v R-48 1.0-2.7 Interval
v 1-38 v 4-1S . 1.0-3.0
v 228 v 10-X 05-5.1
o BS-480
Chem [ GLUC HEX ] No. Sample Type [ SERUM/ URINE/ CSF
Chemistry [[GLUCOSE HEX ] Print name [GLUC HEX
Reaction Type Endpoint Reaction Direction
Pri Wave [340 | Sec Wave 1
Unit mg/dl ] Decimal
Blank Time [48 | [49 | Reaction Time [69 | [70 |
Sample Vol Aspirated Diluent Reagent Vol Diluent
Sndr — [ o m n
Decreased E Ju  [20 Jw [0 R n —
Increased \ Jue | Jue | O A 113 L Ju
[ ] sample Blank Auto Retun R [ L Ju
Linearity Range . } L
(Standard) 7.0 860 Linearity Limit
Linearity Range
(Decreased) ‘ | | | Substrate Depletion | |
Linearity Range
(Increased) ‘ | | | Mixed Blank Abs | -33000 | | 33000 |
R1 Blank Abs [-33000 | [ 33000 | Uncapping Time Day(s)
Blank R [-33000 ] [ 33000 ] Reagent Alarm Limit [
Twin Chemistry [ ] l:l Enzyme Linear Extension
I:l Prozone Check o Rate Check Antigen Addition
Q1 o | Q2 o s [o | Q4 [o
pC [0 |aBs  [o |
Calibration Settings Auto Calibration
Math Model Multi-point Linear I:l Bottle Changed
Factor Repli 3 :l Lot Changed
[ TcaTime
Acceptance Limits
Cal Time 2016 Hour
Slope Diff 1 sD L1
Sensitivity L 1 Repeatability L1
Deter Coeff 1

A-400 GLUCOSE HEX
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