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Gluco HK-DAC
[NIOKO3A O®EPMEHTATMBHO-®OTOMETPUYECKUIA METOA
C FEKCOKMHA30M
ToNbKO ANS AMArHOCTUKN «in vitro»
XpaHutb npu 2-8°C

Koa 3042G200 10x20 ml

NMPUHUMN METOAA

[NtoKo3a, NMOCPEACTBOM peakLuil, OnMCaHHbIX Huxe, obpasyeT okpa-
LWEHHbI KOMMAEKC. VIHTEHCUMBHOCTb OKPAackW, U3MEPEeHHON Npu AnuHe
BOMHbI 340(£10) Nm, NpOMOPUMOHaNbHA KOHLEHTpaLMN Fioko3bit.
[nioko3a + ATP __ fexcosunas__a o [njoko3a-6-ocdar + ADP

nioko3a-6-docdat+NAD*T __C8PDH o pochorniokaHat + NADH +H*

COCTAB HABOPA

Reagent A 10x20 ml pH 7,5
TRIS 6ydep 4 mmol/l
ATP 2,1 mmol/l
Mg* 0,8 mmol/I
Reagent B 10x20 ml

NAD* 2 mmol/I
lekcoknHasa (HK) 1000 U/
[nioko3a-6-dpocdat gernaporeHasa(G-6-P-DH) 1000 U/1

Glucose Standard: cTaHAapT r1t0KO3bl, KOHLEHTpauus rNoKO3bl
yKasaHa Ha 3TukeTke (rakoHa. BoaHbIl pacTsop.

NB Ka/mbpoBka BOAHLIM CTGHAAPTOM MOXET CTaTb MPUYMHOI
cucTemaTnyeckosi  owmbku. B 3TOM  ciyyae  peKoMmeHayetcs
UCMO/Ib30BaTbL CbIBOPOTOYHbIN Kanubparop.

XPAHEHUE U CTABUJIbHOCTb PEATEHTOB
PeareHTbl npu 2-8°C cTabunibHbl 40 CPOKA, YKA3aHHOTO Ha ITUKETKE.

OBPA3Lbl ANA UCCNEAOBAHUSA

CbIBOpOTKa (Nnasma) 6e3 remonusa u Mova.

INioko3a B CbIBOPOTKe (Mna3Me) cTabunbHa 5 aHei npn 2-8°C.
lenapuH, 3OTA, okcanatbl, GTOPUALI MOXHO UCNONb30BaTh B KayecTBe
aHTUKOAryNsHTOB.

PE®EPEHTHBIE BEJINYUHbI
CbiBOpOTKa (nnasma) 60-110 mg/dl 3.33-6.11 mmol/I
Moua 0-20 mg/dl 0-1.1 mmol/I
MpuBeaeHHbIE HOPManbHble BENUYUHBI OPUEHTUPOBOYHBI.

AOMOJIHUTENbHOE OBOPYJOBAHUE
AHanusatop, cnekTpodoToMeTp unu GoToMeTp ¢ BUNLTPOM
340(%10) nm. BoasHon TepmocTat 37°C. [lozaTopsl Ha 10 pl v 1,0 ml.

MEPbI NPEAOCTOPOXHOCTH

Habop npeaHasHayeH TONbKO AN AWArHOCTUKM in vitro.

O6pa3sLbl AOMKHbI paccMaTpuBaTbCs Kak MOTEHLMANbHO OMacHbe W
06pabaTbiBaThCs Kak MHMEKLMOHHbIE.

NMPUTOTOBJIEHUE PABOYNX PEATEHTOB

Pa6ounii peareHT: coaepxumoe 1 dnakoHa Reagent B pactBopuThb B
coaepxnMoM 1 dnakoHa Reagent A 1 nepemewaThb.

Pa6ounii peareHT ctabunen npu 2-8°C 30 AHEN, Npn KOMHATHOI
Temnepatype 15-25°C 7 gHeil.

KOHTPOJIb KAYECTBA

[N KOHTPONS X04a peakumu U Npouesypbl U3MEPEHNUS peKOMeHayeTCst
MCMONb30BaTb ~ HOpManbHble W MAaTONOrMYeckue  KOHTPOSbHblE
CbIBOPOTKM. Kaxaasi nabopaTtopus LOMKHA YCTaHOBUTb COBCTBEHHYHO
BHYTPEHHIOK CUCTEMY KOHTPO/S KayecTBa.

NMPOLUEAYPA ONPERENEHUA

MeToA: KOHeYHas Touka

[invHa BONHbI: 340(%+10) nm

Temnepatypa: 16-25/37°C

[nnHa onTUYecKoro nyTu: lcm

BnaHk: no peareHTy

1. MomecTuTe B MapKupoBaHHbIE NPOBUPKU:

BnaHk CraHpgapTt O6pasey

Glucose Standard - 10 pl -
O6pasey - - 10w
Pa6ouuii peareHT 1,0 ml 1,0 ml 1,0 ml

NB: O6beMbl peareHTa, cTaHAapTa v 06pasya MOryT 6biTb MPOMOPLUOHANTEHO
M3MEHEHbl B COOTBETCTBMM C paﬁquM 06bEMOM KIOBETbI aHasnansaropa

2. Cosepxumoe npobupok TWATeNbHO CMellaiTe W MHKy6upyite 10
MUHYT NpWU KOMHaTHOI Temnepatype (16-25°C) nan 5 MuHyT npu 37°C.
3. Yuytute Abcopbuumio (A) Glucose Standard u Obpasua, npu anvHe
BOJIHbI 340 nm npoTue bnaHka

BbIYNCIIEHUSA
KoHueHTpauus rnoko3bl (K,) B 06pasue BbluUCAseTCs NO creaytoLeit
obuei popmyne:
Ao

X Kse X Kp = K,
ASt St P 0
METPOJIOTMYECKNE XAPAKTEPUCTUKN
Mpepen yysctBuTenbHocTn: 0,23 mg/dl = 0,0126 mmol/I.

Mpepen nuHeitHoctu: 800 mg/dl = 44,48 mmol/l. Mpu 6onee
BbICOKOW KOHLEHTpauuu passeaute obpasel AUCTUNIMPOBAHHOM
BOJOW B COOTHOWEHUW 1/2, MNOBTOPUTE MU3MEpeHWe, a pesynbTat
YMHOXbTE Ha KO3 dULUNEHT pa3baBneHus.

BocnpousBoauMoCTb B npejenax nepuoja:

CpefHsas KOHLEHTpaLms Ccv* n*

88 mg/dl = 4,84 mmol/I 1,2% 20

326 mg/dl = 17,93 mmol/I 0.9% 20
BocnponsBoaMMOCTb OT Nepuoaa K nepuoay:

CpefHsAs KOHLEHTpaLms Ccv* n*

88 mg/dl = 4,84 mmol/I 2,7% 25

326 mg/dl = 17,93 mmol/I 1,9% 25

rae: CV-K03(hOULUNEHT BapuaLmun; N-KOMMYECTBO OMnpeaeneHnii.
[lOCTOBEPHOCTb: pe3ybTaThbl, NONYYEHHbIE NPYU UCNONb30BAHUN
[IaHHOrO peareHTa, He NoKasaan CUCTEMHOM PasHULbI NPU CPaBHEHUM
C pedepeHCHbIMU peareHTaMu. [letanu CpaBHUTENbHbIX
3KCMEPUMEHTOB NPeAOCTaBNASOTCSA MO 3anpocy.

WHTepdepeHuun: FemornobuH Boiwe 5 g/l, nunemus (Tpurauepuas
Bolwe 1,25 g/l) n 6unmpybuH Bbiwe 10 mg/dl, a Takxe apyrue
NeKapcTBeHHble npenapaTbl U Cy6CTaHLMM MOTYT BAUSATL Ha pe3ynbTar
onpeaenexns®.

PesynbTaTbl MOryT BapbMpOBaTb B 3aBMCUMOCTM OT WCMOb3yeMoro
060pYAOBaHNS UK MpPOLEeAYpbl ONpeAeneHus.

AWATHOCTUYECKUE XAPAKTEPUCTUKN

[N0KO3a SBASIETCS N@BHLIM WMCTOYHMKOM 3SHEPTUM B OpraHusMe.
WHCynuH, BbipabaTbiBaeMblii OCTPOBKOBBIMM KNeTKaMu NoAxenyA04HOM
Xenesbl, 06neryaeT NPOHUKHOBEHUE TNIOKO3bI B KNETKU TKaHEN.
MoBbIlEHNE KOHLEHTpaLuuu rKO3bl B CbIBOPOTKE WAW nnasme:
CaxapHblit AnabeT, sHepruyHble GuUsnyeckue ynpaxHeHus, CUNbHble
3MOLUMM, BbLIBPOC aApeHannHa NpU  UHbEKUMSIX, LIOKe, OXOrax;
MHbEKLMM, SHAOKPUHHbIE 3aboneBaHus, 3a60neBaHNs NoAXeNnyA0YHOM
Xenesbl, KpPOBOM3NUSHUE B MO3r, OCTpbIi MH(apKT MuoKapaa uu
TXenas  CTEHOKapaus,  XPOoHW4Yeckue  3aboneBaHUs  MeyeHu,
XpOHWYeckne 3aboneBaHWUs MOYeK, CBSI3aHHOE C aHTUTenamnm K
MHCYNIMHOBLIM peuentopaMm, AeduunTt BUTaMuHa B1.

KOHLEHTpauus rnioko3bl B apTepuansHoit KpoBM Bbille, YeM B
BEHO3HOM.

[ns TowakoBbIXx Npo6 HEOBXOAMMO ronoaaHue B TeueHue 6-8 u.
KAMHWYeCKWi A AnMarHo3  [OMXKEH — yCTaHaBNMBaTbCs Ha  OCHOBe

MHTErpaumu KAMHUYeckMX u NabopaTopHbIX AaHHbIX.
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Gluco HK-DAC
GLUCOZE FERMENTATIV»FOTOMETRIC METODA
CU HEXOCHINAZA
Numai pentru diagnosticare «in vitro»

Ase pastrala 2-8°C

Cod 3042G200 10x20 ml

PRINCIPIUL METODEI

Glucoza din probd, prin intermediul reactiilor descrise mai jos,
formeazd un complex colorat. Intensitatea culorii, —mdsuratd la
340(%10) nm, este proportionald concentratiei de glucoza*

Glucoza+ ATP __ Hexochinaz = = Glucoza-6-fosfat + ADP

G-6-P + NAD* __ G-6-P-DH _ . Fosfoglucanat + NADH + H*

COMPONENTA SETULUI

Reagent A 10x20 ml pH7,5
TRIS tampon 4 mmol/l
ATP 2,1 mmol/I
Mg* 0,8 mmol/I
Reagent B 10x20 ml

NAD* 2 mmol/l
Hexochinaza 1000 U/I
G-6-P-DH 1000 u/I

Glucose Standard

Standard de glucoza. Concentratia este indicatd pe etichetd.

Solutie apoasa.

NB Calibrarea cu standard de ap poate cauza gregeli sistematice. Tn
acest caz se recomandd folosirea calibrdrii cu ser.

PASTRAREA S1 STABILITATEA REAGENTILOR
Reagentii suntstabili la 2-8°C pind la data indicatd pe etichetd.

PROBE

Ser (plasma), urind. Nu se va utiliza ser hemolizat.

Glucoza in ser (plasm3) este stabild la 2-8°C 5 zile. Tn calitate de
anticoagulanti se vor folosi heparina, Trilon-B, oxalati si fluoruri.

VALORI DE REFERIN]’A
Ser (plasma) 60-110 mg/dl 3.33-6.11 mmol/I
Urind 0-20 mg/dl 0-1.1 mmol/I
Aceste valori suntorientative. Se recomanda stabilirea valorilor
normale in laboratorul dat.

ECHIPAMENT ADITIONAL
Analizor, spectrofotometru sau fotometru cu filtru 340(+£10) nm.
Termostat de apd 37°C. Dozatoare 10 pl i 1,0 ml.

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

PREPARAREA REAGENTILOR DE LUCRU

Reagent de lucru: continutul unui flacon de Reagent B se va dizolva
n continutul unui flacon cu Reagent A, se va amesteca.

Reagentul de lucru este stabil la 2-8°C 30 zile sau 7 zile la
temperatura camerei 15-25°C.

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.

METODA DE LUCRU

Metoda: punct final
Lungimea de unda: 340(x£10) nm
Temperatura: 16-25/37°C
Lungimea drumului optic : 1cm

Instalarea zero: dupd reagent

1.Se va pipeta in eprubetele marcate:

Blanc Standard Proba
Glucose Standard - 10w -
Proba - - 10w
Reagent de lucru 1,0 ml 1,0 mi 1,0 mi

NB: Volumul reagentului, standardului si probei pot fi schimbate
proportional conform volumului de lucru a cuvei analizatorului folosit
2.Se va amesteca bine, se va incuba 10 minute la temperatura
camerei (16-25°C) sau 5 minute la 37°C.

3.Se va nota absorbtia (A) Glucose Standard si Probei, la lungimea de
undd 340 nm contra Blanc.

CALCULE
Concentratia glucozei (Kp,) In probd se va calcula utilizind formula
generald:

L x Kse X Kg = K
ASt St d Pr
CARACTERISTICI METROLOGICE
Limita sensibilitatii: 0,23 mg/dl = 0,0126 mmol/I.
Limita linearitatii: 800 mg/dl = 44,48 mmol/l. Pentru valori mai
ridicate proba se va dilua cu solutie fiziologica in raportul 1:2 si se va
repeta masurarea.

Reproductibilitatea in limita perioadei:

Concentratia medie Cv* n*

88 mg/dl = 4,84 mmol/I 1,2% 20

326 mg/dl = 17,93 mmol/I 0.9% 20
Reproductibilitatea de la perioadd la perioada:

Concentratia medie Cv* n*

88 mg/dl = 4,84 mmol/I 2,7% 25

326 mg/dl = 17,93 mmol/I 1,9% 25

Tn care: CV—coeficientul de variatie; n—numarul de determinari.
Veridicitatea: Rezultatele obtinute la utilizarea acestui reagent nu au
demonstrat o diferentd sistemica in comparatie cu reagentii analogi. O
informatie mai detaliatd a experimentelor de comaparare se livreazd la
comandad.

Interferente: Hemoglobina > 5 g/I, lipemia (trigliceride >1,25 g/l) ,
bilirubina > 10 mg/dl influenteaza rezultatul. 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

Glucoza este sursa principald de energie in  organismul uman.
Insulina, secretatd de celulele insulare ale pancreasului, faciliteazd
patrunderea glucozei in celulele tesuturilor.

Concentratia sporitd a glucozei in ser sau plasma este cauzata:

Diabet zaharat, efort fizic, emotii puternice, eliminarea adrenalinei la
injectare, soc, arsuri; infectii, maladii endocrine, maladii ale
pancreasului, in cazul altor maladii: hemoragie cerebrald, infarct
miocardic acut sau stenocardie grava, maladii cronice ale ficatului,
maladii cronice ale rinichilor.In cazul anticorpilor la receptorii de
insulind, deficit de vitamina B1.

Concentratia glucozei in singele arterial este mai mare decit in cel
venos.

Pesoanele care isi fac analiza de glucozd nu vor minca cu 6-8 ore
nainte de recolatarea sangelui.

Diagnosticul clinic se va stabili in baza integrarii datelor clinice si de
laborator.
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Gluco HK— DAC
GLUCOSE
METHOD WITH HEXOKINASE
For «in vitro» use only
Store at 2-8°C

Cod 3042G200 10x20 ml
PRINCIPLE
Glucose in the sample originates, by means of the coupled reactions
described below, forms a complex that can be measured by
spectrophotometry.

Glucose + ATP __ HK _  Glucose-6-phosphate+ ADP

Glucose-6-phosphate+NAD _66-PDH  6-phosphogluconate+NADH+H"

CONTENTS AND COMPOSITION

Reagent A 10x20 ml pH 7.5
TRIS buffer 4 mmol/I
ATP 2,1 mmol/I
Magnesium salt 0,8 mmol/I
Reagent B 10x20 ml

NAD 2 mmol/I
Hexokinase (HK) 1000 U/I
Glucose-6-phosphate dehydrogenase (G-6-PDH) 1000 U/I

Standard Glucose

Aqueous primary standard.

NB: Calibration with the factor or with the aqueous standard may
cause bias. In these cases, it is recommended to calibrate using a
serum based standard.

STORAGE AND STABILITY OF REAGENTS

Reagents and Glucose Standard are stable until the expiry date
shown on the label when stored at 2-8°C tightly closed and if
contaminations are prevented during their use.

SAMPLES

Serum free of hemolysis, plasma and urine.

Glucose in serum or plasma is stable for 5 days at 2-8°C.

Heparin, EDTA, oxalate and fluoride may be used as anticoagulants.

REFERENCE VALUES

Serum 60-110 mg/dl 3.33-6.11 mmol/l

Urine 0-20 mg/dl 0-1.1 mmol/I
These ranges are given for orientation only; each laboratory should
establish its own reference ranges.

ADDITIONAL EQUIPMENT

Analyzer,spectrophotometer or photometer able to read at 340+10
nm. Thermostatic water bath at 37°C.

Pipette for 10 pl, 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.

WORKING REAGENT PREPARATION AND STABILITY

Content of vial Reagent B dissolve in content of vial Reagent A and
mix. Working reagent is stable 30 days at 2-8°C, or 7 days at room
temperature.

PROCEDURE
Assay conditions

Wavelength: 340+10 nm
Temperature: 16-25/37 °C
Cuvette: 1 cm light path
Method: endpoint (increasing)

Read against: reagent blank

1. Bring the Reagent to room temperature (15-25°C).
2. Pipette into labeled test tubes:

Blank Standard Sample
Glucose Standard, pl - 10 -
Sample, pl - - 10
1.0 1.0 1.0

Reagent , ml

3. Mix thoroughly and incubate the tubes for 10 minute at room
temperature (15-25°C) or for 5 minutes at 37°C.

4. Measure the absorbance of tested Sample and Standard relative to
Blank. Wave length is 340(£10) nm.

CALCULATIONS
The glucose concentration in the sample is calculated using the
following general formula:

A sample

A standard

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.

X C standard = C sample

METROLOGICAL CHARACTERISTICS

Detection limit: 0.23 mg/dl = 0.0126 mmol/|
Linearity limit: 800 mg/dl = 44.48 mmol/I.
For higher values dilute sample 1/2 with distilled water and repeat
measurement.

Repeatability (within run):

Mean Concentration CV, % n

88 mg/dl = 4.84 mmol/| 1.2 20
326 mg/dl = 17.93 mmol/| 0.9 20
Reproducibility (run to run):

88 mg/dl = 4.84 mmol/| 2.7 25
326 mg/dl = 17.93 mmol/| 1.9 25

* CV - coefficient of variation n — number of determinations
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: Hemoglobin (> 5 g¢/l), lipemia (triglycerides >
1.25 g/l) and bilirubin (10 mg/dl) may interfere. Other substances
and drugs 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

Glucose is the major source of energy in the body. Insulin, produced
by islet cells in the pancreas, facilitates glucose entry into the tissue
cells. A deficiency of insulin or a decrease of its effectiveness increases
blood glucose. Elevated serum or plasma glucose concentration is
found in diabetes mellitus (insulin dependent, non-insulin dependent)
and in other conditions and syndromes?=3.

Hypoglycemia can occur in response to fasting, or it may be due to
drugs, poisons, inborn errors of metabolism or previous
gastrectomy?S.

Glucose concentration in arterial blood higher than in venous blood.
For the empty stomach probe 6-8 hours starvation needs.

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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