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ZASTOSOWANIE

Zestaw  diagnostyczny do oznaczania stgzenia glukozy,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach biochemicznych Prestige 24i, Biolis 24i,
Prestige 24i Premium, Biolis 24i Premium oraz Biolis 30i.
Odczynniki powinny by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel, tylko
zgodnie z ich przeznaczeniem, w odpowiednich warunkach
laboratoryjnych.

WPROWADZENIE

Glukoza jest prostym szescioweglowym cukrem. Wigkszo$¢
energii dla procesow komorkowych pochodzi z jej
metabolizmu oksydacyjnego. Poziom glukozy we krwi jest
Scisle kontrolowany przez kilka hormondéw. Podwyzszony
poziom glukozy jest typowym objawem cukrzycy.
Nieprawidtowy poziom glukozy (hiper- lub hipoglikemia)
moze by¢ takze spowodowany schorzeniami watroby,
tarczycy lub nadnerczy oraz guzami trzustki.

ZASADA METODY
Metoda enzymatyczna z heksokinazag i dehydrogenaza
glukozo-6-fosforanowa (G6P-DH).

heksokinaza

glukoza + ATP —— glukozo-6-fosforan + ADP

glukozo-6-fosforan + NAD* 9PPH  glykonian-6-fosforanowy +
NADH + H*

Szybko$¢ tworzenia NADH jest wprost proporcjonalna
do stezenia glukozy w probee.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-231 Nr kat. 4-423
(statyw-24) (statyw-36)

1-Reagent 6x 39,3 ml 8x25,2ml
2-Reagent 6x 10,3 ml 8x 6,7 ml
Tlo$¢ testow:

Prestige 24i 1170 1000
Biolis 24i Premium 1050 900
Biolis 30i 1030 900

Odczynniki przechowywane w temp. 2-8°C zachowuje
trwato$¢ do daty waznos$ci podanej na opakowaniu. Stabilno$é¢
odczynnikow przechowywanych na pokladzie aparatu
w temp. 2-10°C: Prestige 24i — 12 tygodni, Biolis 24i
Premium — 12 tygodni.

Stezenia skladnikéw w odczynnikach

1-Reagent
bufor PIPES (pH 7,5) 80 mmol/l
Mg** 10 mmol/l
ATP 4 mmol/l
NAD 3 mmol/l
konserwant

PRESTIGE 24i GLUCOSE HEX

2-Reagent

heksokinaza >4500 U/l
dehydrogenaza glukozo-6-fosforanowa > 14000 U/1
(G6P-DH)

konserwant

Ostrzezenia i uwagi

=  Chroni¢c przed bezposrednim $wiattem stonecznym
i zanieczyszczeniem!

= Nie uzywa¢ po uptywie daty waznosci.

=  Nie zamraza¢ odczynnikéw

=  Nie zamienia¢ nakretek.

= Przed uzyciem wszystkie odczynniki nalezy delikatnie
wymiesza¢ przez odwracanie butelki.

= Nalezy zapozna¢ si¢ z Kartg charakterystyki (MSDS),
ktora zawiera szczegdétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.

MATERIAL BIOLOGICZNY

Osocze krwi pobranej na EDTA lub heparyng, surowica,
bez §ladow hemolizy, ptyn moézgowo-rdzeniowy, mocz.
Osocze / Surowica. Surowica oraz osocze powinny
by¢ oddzielone od krwinek w ciagu 30 minut. Osocze, ktore
nie jest badane bezposrednio po pobraniu, nalezy
przechowywa¢ w  probowkach zawierajacych fluorek
lub jodooctan sodu. Zwiazki te hamuja glikoliz¢ i stabilizuja
poziom glukozy.

Surowica i osocze moga by¢ przechowywane do 2 dni
w temp. 4°C. 3

Materialem polecanym do oznaczen poziomu glukozy
we krwi jest osocze.’

Plyn mézgowo-rdzeniowy. Oznaczenia w plynie mozgowo
rdzeniowym nalezy wykonywac bezposrednio po pobraniu
probki. W celu prawidlowej interpretacji wynikéw, ptyn
moézgowo-rdzeniowy musi by¢ oznaczany rownoczesnie
z probka krwi pobrang od pacjenta w tym samym czasie.

Po odwirowaniu PMR moze by¢ przechowywany
24 godziny w 4°C.*

Mocz. Probke dobowa nalezy zbiera¢ do ciemnego pojemnika
i przechowywac na lodzie, przed okresem przechowywania
doda¢5 ml lodowatego kwasu octowego, pH probki
doprowadzi¢ do 4-5. Przed oznaczeniem odwirowa¢ probki
z widocznym zmgtnieniem lub obecnoscia stratow.

Mocz moze by¢ przechowywany 24 godziny w temp 4°C.
Jednak polecamy wykonywanie badan na §wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent i 2-Reagent sa gotowe do uzycia.

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

2-Reagent nalezy ustawi¢ w pozycji startowej w statywie

odczynnikowym.

Do wykonania proby zerowej nalezy uzywa¢ wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 30i: W przypadku wykonywania oznaczef
na analizatorze, moze wystapi¢, wptywajacy na wyniki
oznaczefi, efekt przeniesienia pomig¢dzy odczynnikami:
GLUCOSE HEX - CREATININE.
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W celu uniknigcia tego efektu nalezy zastosowac
si¢ do zalecen zawartych w instrukeji:
51 03_24_009_BIOLIS 30i_ CARRYOVER

Odtwarzalnosé¢ Srednia SD CV

(day to day) n = 80 [mg/dl] | [mg/dl] [%]
poziom 1 83 1,45 1,7
poziom 2 290 2,54 0,9

WARTOSCI PRAWIDLOWE
mg/dl mmol/l
osocze, surowica >%’ 70 — 99 39-55
mocz (24h)® 1-15 0,1-08
ptyn mozgowo-rdzeniowy® 40-70 22-39

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresow ~ wartosci  prawidtowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewnetrznej kontroli jakosci, do kazdej serii
oznaczefi, nalezy dotacza¢ surowice kontrolne CORMAY
SERUM HN (Nr kat. 5-172) i CORMAY SERUM HP
(Nr kat. 5-173) dla oznaczen w surowicy lub CORMAY
URINE CONTROL LEVEL 1 (Nr kat. 5-161) i LEVEL 2
(Nr kat. 5-162) dla oznaczen w moczu.

Do kalibracji analizatorow automatycznych nalezy stosowaé
CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;
5-176) i LEVEL 2 (Nr kat. 5-175; 5-177).

Krzywa  kalibracyjna ~ powinna  by¢  sporzadzana
co 12 tygodni (Prestige 24i, Biolis 24i Premium), przy kazdej
zmianie serii odczynnika lub w razie potrzeby
np. jeSli warto$ci oznaczenia surowic  kontrolnych
nie mieszcza si¢ w wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia
oznaczenia na innym analizatorze lub manualnie otrzymane
wyniki moga rézni¢ si¢ od podanych.

= LoB (granica §lepej proby):
0,6 mg/dl (0,03 mmol/l)

= LoD (granica wykrywalnosci):
1,2 mg/dl (0,067 mmol/l)

= LoQ (granica oznaczalnosci):
3 mg/dl (0,17 mmol/l)

= Liniowosé:
do 800 mg/dl (44,4 mmol/l)

Dla  wyzszych  stezen  probke nalezy  rozciefnczyé
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspdtezynnik rozcieficzenia..

= Specyficzno$¢ / Interferencje

Hemoglobina do 1,25 g/dl, bilirubina do 40 mg/dl, kwas
askorbinowy do 62 mg/l i triglicerydy do 1000 mg/dl
nie wplywaja na wyniki oznaczenia. Niektore leki moga
interferowagd.’

=  Precyzja

Powtarzalno$¢ Srednia SD CvV

(run to run) n = 20 [mg/dl] | [mg/dl] [%]
poziom 1 82,1 1,05 1,28
poziom 2 295,3 2,33 0,79

PRESTIGE 24i GLUCOSE HEX

=  Poréwnanie metody

Porownanie wynikow oznaczeni glukozy wykonanych
na Biolis 30i (y) i na BECKMAN COULTER AU680 (x),
z uzyciem 59 probek surowicy, dato nastgpujace wyniki:
y=1,0588 x — 0,9542 mg/dl;

R = 1,000 (R — wspotezynnik korelacji)

Porownanie wynikow oznaczen glukozy wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x), z uzyciem
59 probek osocza, dato nastgpujace wyniki:

y=1,0308 x - 0,7088 mg/dl;

R =1,000 (R — wspdtezynnik korelacji)

Porownanie wynikow oznaczen glukozy, wykonanych
na Biolis 30i (y) i na BS-800 (x), z uzyciem
60 probek pltynu moézgowo- rdzeniowego, dato nastgpujace

wyniki:
y=1,0069 x + 0,4056 mg/dl;
R =0,998 (R — wspotczynnik korelacji)

Porownanie wynikéw oznaczen glukozy, wykonanych
na Biolis 30i (y) i na BS-800 (x), z uzyciem
62 probek moczu, dato nastgpujace wyniki:

y=1,034 x - 1,3652 mg/dl;

R =1,000 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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Cat. No 4-231, 4-423 (EN)

INTENDED USE

Diagnostic kit for determination of glucose concentration used
in automatic analysers Prestige 24i, Biolis 24i,
Prestige 24i Premium, Biolis 24i Premium and Biolis 30i.

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 olycose-6-phosphate + ADP

glucose-6-phosphate + NAD*_66P-PH » gluconate-6-phosphate
+NADH + H*

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

REAGENTS
Package
Cat. No 4-231 Cat No. 4-423
(24-TRAY) (36-TRAY)
1-Reagent 6x39.3 ml 8x252ml
2-Reagent 6x10.3 ml 8x6.7ml

The reagents when stored at 2-8°C are stable up to expiry date
printed on the package. Stability on board of the analyser
at 2-10°C: Prestige 24i — 12 weeks, Biolis 24i Premium —
12 weeks.

Concentrations in the reagents

1-Reagent

PIPES buffer (pH 7.5) 80 mmol/l
Mg 10 mmol/l
ATP 4 mmol/l
NAD 3 mmol/l
preservative

2-Reagent

hexokinase >4500 U/l
glucose-6-phosphate dehydrogenase > 14000 U/
(G6P-DH)

preservative

‘Warnings and notes

= Protect from direct sunlight and avoid contamination!
= Do not use after expiry date.

= Do not freeze reagents.

= Do not interchange caps.

PRESTIGE 24i GLUCOSE HEX

= Reagents should be mixed before use by gentle inverting
the bottles several times.

= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.

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 simultaneously 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.

1-Reagent put on basic position in reagent tray.

2-Reagent put on start position in reagent tray.

For reagent blank deionized water is recommended.

Actions required:

=  Biolis 30i: When performing assays in the analyser, there
is a probability of cross-contamination affecting the tests
results: GLUCOSE HEX - CREATININE. To avoid this
effect follow the recommendations contained in the
instruction 51_03_24 009 BIOLIS 30i_ CARRYOVER.

For the calibration of automatic analyser the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176) and
LEVEL 2 (Cat. No 5-175; 5-177) is recommended.

The calibration curve should be prepared every 12 weeks
(Prestige 24i, Biolis 24i Premium), with change of reagent lot
number or as required e.g. quality control findings outside the
specified range.

PERFORMANCE CHARACTERISTICS

The following result have been obtained using automatic
analyser Biolis 30i. Results may vary if a different instrument
or a manual procedure is used.

= LoB (Limit of Blank):
0.6 mg/dl (0.03 mmol/l)

= LoD (Limit of Detection):
1.2 mg/dl (0.067 mmol/l)

= LoQ (Limit of Quantitation):
3 mg/dl (0.17 mmol/l)

= Linearity:
up to 800 mg/dl (44,4 mmol/l)

For higher concentration dilute the sample with 0.9% NaCl
and repeat the assay. Multiply the result by 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 ()%

(run to run) n = 20 [mg/dl] | [mg/dl] [%]
level 1 82.1 1.05 1.28
level 2 295.3 233 0.79
Reproducibility Mean SD CcvV

(day to day) n =80 [mg/dl] | [mg/dl] [%]
level 1 83 1.45 1.7
level 2 290 2.54 0.9

REFERENCE VALUES
mg/dl mmol/l
plasma, serum™%’ 70 - 99 39-55
urine (24h)* 1-15 0.1-0.8
cerebrospinal fluid® 40-170 2.2-39

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 CORMAY SERUM HN
(Cat. No 5-172) and CORMAY SERUM HP (Cat. No 5-173)
for determination in serum or CORMAY URINE CONTROL
LEVEL 1 (Cat. No 5-161) and LEVEL 2 (Cat. No 5-162)
for determination in urine.
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=  Method comparison

A comparison between glucose values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 59 serum samples gave following results:

y = 1.0588 x — 0.9542 mg/dl;

R =1.000 (R — correlation coefficient)

A comparison between glucose values determind
at Biolis 30i (y) and at ADVIA SIEMENS 1800 (x) using
59 plasma samples gave following results:

y=1.0308 x - 0.7088 mg/dl;

R =1.000 (R — correlation coefficient)

A comparison between glucose values determined
at Biolis 30i (y) and at BS-800 (x) using
60 cerebrospinal fluid samples gave following results:

y =1.0069 x + 0.4056 mg/dl;

R=0.998 (R — correlation coefficient)

A comparison between glucose values determined
at Biolis 30i (y) and at BS-800 (x) using 62 urine samples
gave following results:

y=1.034 x - 1.3652 mg/dl;

R =1.000 (R — correlation coefficient)

PRESTIGE 24i GLUCOSE HEX

51_03_05_039_02

WASTE MANAGEMENT
Please refer to local legal requirements.
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MNPEAINIOJATAEMOE UCITIOJIb30BAHUE
ﬂHaFHOCTI/I‘—ICCKHﬁ Ha60p JUIA ONPEACICHUS KOHLECHTPauu
TJIFOKO3BbI, TIpeaHa3Ha4YCH pinj b’ HCIIOJIb30BAHUA
B aBTOMATHYECKUX OMOXMMHYECKHX aHalu3aropax Prestige
24i, Biolis 24i, Prestige 24i Premium, Biolis 24i Premium, a
takxke Biolis 30i.

PeareHTbl ODKHBI UCIIONB30BAThCS TOJIBKO JUISL AWArHOCTHKH
in vitro, KBaIM(QUIMPOBAHHBIM JTAa0OPATOPHBIM IEPCOHATIOM,
B LeIsAX, Ui KOTOPBIX  OHH  [peJHa3HAYeHBI,
B COOTBETCTBYIOIIHX JA0OPATOPHBIX YCIOBHSX.

BBEJIEHUE

['rok03a — 3TO MPOCTO# MEeCTHYTIEepOaAHbIi caxap. braronaps
€€ OKHUCJICHUIO, KJICTKH IOJTY4aroT 60H]>1Lly}0 4acTb DHEPruu.
YpoBeHb TIIIOKO3bI B KPOBH KOHTPOJIHMPYETCS HECKOJIbKUMH
ropMoHamu. IIOBBIIGHHBI yPOBEHb IJIIOKO3BI SIBIACTCS
THINYHBIM HPOSBICHHEM CaXapHOro jJuabera. AHOMANbHBIN
YPOBEHB TIIIOKO3BI (THIIEP- JIHOO TMITIOTTIMKEMHS) MOKET OBITh
TaKKe BbI3BaH 3a00JICBaHUAMY TICUCHH, IITUTOBHIHOMN KeIe3bl,
Ha/[ITOYEYHNKOB MITH OIyXOJIbO MOJPKEITYJOUHOM XKeTe3bl.

NPUHIMUII METOJA
DH3UMaTHYECKUIT METO/ C TEKCOKHHA30# U TIIFOK030-6-
neruaporenasoii (G6P-DH).

TIIOK03a + AT rexcokmiasa ) TTI0K030-6-(octar + AID

rmoko30-6-gocdar + HAJTY G“"DHI rIoKoHat-6-pocdar +

HAJIH + H"
Ckopocts obpazoBanust HAJIH mpsimo mponopiuoHansHa
KOHILIEHTPALIMH [JIF0KO3bI B 06pasie.

PEATEHTBI
Cocras Habopa
Ne kar. 4-231 Ne kar. 4-423

(24-TRAY) (36-TRAY)
1-Reagent 6x 39,3 ml 8x252ml
2-Reagent 6x 10,3 ml 8x 6,7 ml

IIpy  temmeparype  2-8°C,  peareHTBl  COXPaHSIOT
CTabHIBHOCTH B TEYEHHE BCErO CPOKA TOJHOCTH, yKa3aHHOTO
Ha ymakoBke. CTaOMIBHOCT Ha OOpTy aHamm3aTopa TpH
2-10°C cocraBnsiet: st Prestige 241 — 12 Henens, Biolis 241
Premium — 12 Heznens.

KoHueHTpanuu KOMIIOHEHTOB B peareHTax
1-Reagent

6ydep PIPES (pH 7,5) 80 MMouTB/11
Mg** 10 MMoITB/IT
ATO 4 MMonb/n
HAL 3 MMouB/
KOHCEPBAHT

2-Reagent

IeKCOKHHA3a >4500 En/n
IIII0K030-6-1eruaporenasa (G6P-DH) > 14000 Ex/n
KOHCEPBaHT

PRESTIGE 24i GLUCOSE HEX

Hpexynpexnenus u npuMevanust

= IlpemoxpaHaTh ~ OT  TPAMBIX  COJHEYHBIX  JIydeH
M 3arpsizHeHust !

=  He ucnons3oBarh n0CjI€ OKOHYAHUS CPOKA TOJHOCTH.

=  He 3amMopaxxuBaTh peareHTOB.

=  He B3auMO03aMeHATH KphIIeYeK (IaKOHOB.

= Ilepen WMCHONB30BAHUEM PEAreHTHI CIEHAYET aKKypaTHO
TiepeMentaTh MyTeM BpalieHus (IaKoHOB.

= DBHuMarTenmbHO TPOYMTAlTE MMAcHopT  0E30MacHOCTH
xumudeckoit mpogykuun (MSDS), koTtoperii comepxkut
noApoOHy0 MH(pOpMALMI0O O TpaBuiax 0e30macHOro
XPaHEHHUs ¥ UCIIOJIb30BAHUS TOBAPA.

BAOJOTMYECKHIA MATEPHUAJI

ITnasma kpoBu orobpanHast Ha DJITA wiu Ha renapune TG0
CBIBOPOTKA, 0€3  CIelOB TIeMONM3a; CIIMHHOMO3TOBAs
XKUJIKOCTh, MOYA.

Iaazma / CeiBopoTka. ChIBOpOTKa JHMOO IUIa3Ma JOJKHBI
OBITH OTACJIICHBI OT q)OpMGHHBIX 3JIEMCHTOB KPOBH B TCUCHHE
30 MuHYT.

I[Inasmy, KOTOpYIO HEBO3MOXKHO HCCIEOBaTh Cpasy MocIe
othopa, cieyeT XpaHuTh B POOHPKaxX, coaepxammx Gpropum
mbo ifoganerar HaTtpus. OTH  COCAMHEHHS TOPMO3ST
IJIUKOJIU3 M CTaOMIIM3UPYIOT YPOBEHb TIIFOKO3BL.

ChIBOPOTKA U TIJIa3Ma MOTYT XPaHUThCs 710 2 cyTok npu 4°C.3
ITna3mMa 3TO PEKOMEHIYeMblil MaTepuan Ul ONpeeNeHUs
COZIepKaHMs TIIFOKO3bI B KDOBH.®

CnuHHOMO3roBast JKHJIKOCTb. Omnpenenenne B
CITMHHOMO3TOBOH JKMKOCTH MPOBOAHUTCS Cpa3y Tocie 3abopa
obpasua. s KOppEeKTHOW HHTEpNpeTalyy pe3yabTaToB,
CIIMHHO-MO3TOBYIO JKUIAKOCTh clienyer HCCIICI0BATh
OJTHOBPEMEHHO ¢ Mpo0Oil KPOBH, B3ATOH y MALMEHTa B TO XKe
BpeMs.

ITocne 1eHTPUDYTHPOBAHMS, CIHHHOMO3TOBAs IKUIKOCTh
MOYeT XPaHUThCs 710 24 yacos npu 4°C.*

Moua. CyrouHyro Mo4y cobOpaTh B TEMHBIH KOHTEifHEp W
XpaHHTh Ha Jbay. Ilepen HayagoM XpaHEHHs CIeXyeT
JI00aBUTh 5 MI JICASHOW YKCYCHOW KHCIOTHI, jaoBens pH
mpoOsr g0 4-5. OOpasipl ¢ BUAMMOW MYTHOCTBIO WIIH
TIpeHUIUTaTAMH cienyer L[CHTPHd)y]'PlpOBaTL nepen
AHATU30M.

Moua MoxxeT XpaHuTbCs 24 yaca rpu Tem. 4°C.

TeM He MeHee, PEKOMEH/YeTCsl IPOBOJNTD HCCICIOBAHUS Ha
CBEKEeCOOpPaHHOM OHMOJIOTHYEeCKOM MaTepHalle.

IMPOLEIYPA OITPEJAEJIEHUA

1-Reagent u 2-Reagent roTOBBI K HCIIOJIb30BAHHIO.

1-Reagent cieayer yCTaHOBHTh HAa INTaTHB B MO3HIMH

OCHOBHOTO PeareHTa.

2-Reagent cieayer yCTaHOBHTh Ha IUTATUB B IO3MLHU

CTapTOBOIO PearcHTa.

B xauectBe OaHK-peareHTa PEKOMEHIYETCs HCHOJIB30BaTh

JICHOHNU30BaHHYIO BOTY.

Heo0xonumpie nefcTBus:

=  Biolis 30i: IIpy BbINOJIHEHNH aHAIU30B Ha AHAIU3ATOPE,
BO3MOXKHO ~ MCK@)XEHHME  DPE3ylbTaToB  aHAIM30B,
BBI3BAHHOC IEPEKPECTHBIM _ 3arpsi3HEHHEM  MEXJLy
pearentamu: GLUCOSE HEX - CREATININE. Yro6s
n3bexath 3TOro dddexra, creayiiTe peKOMEHIAIMAM,
coxepkammmcs B MHCTpyknuu 51_03_24_009_BIOLIS
_30i_CARRYOVER.
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PE®EPEHTHBIE BEJIMYMHbI

™I/t MMOJIB/JT
1a3Ma, CbiBOpoTKa >%7 70 - 99 39-55
Mowa (244) © 1-15 0,1-0,38
CITHHHOMO3TOBAs KUIKOCTE® 40-70 2,2-39

Kaxnmoit ~ mabopatopum  peKOMEHAyeTcsl — YCTaHOBHTh
COOCTBEHHBIC HOPMBI, XapaKTepHBIE Uisi 00CIeayeMOoro
KOHTHHI'CHTA.

KOHTPO.JIb KAYECTBA

JUisi  BHYTPEHHErO KOHTDOJISL KaueCcTBa PEKOMEHIYeTCst
HCIIONB30BaTh 1T Kakaoi cepunm usmepennii: CORMAY
SERUM HN (Kar.Ne 5-172) u CORMAY SERUM HP
(Kar.Ne 5-173) - npu tecrupoBannyu chiBopotkn; CORMAY
URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
u LEVEL 2 (Kart. Ne 5-162) npu uccieioBaHusIX MOYH.

Jlnst KaJInOpPOBKH ABTOMATHYECKUX aHAIN3aTOPOB
pEKOMEHyeTCst HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174, 5-176)
n LEVEL 2 (Kar. Ne 5-175, 5-177).

KammbpoBouHylo KpHBYIO CIEIyeT COCTaBIATh KaxK/Ible
12 nenmens (Prestige 24i, Biolis 241 Premium), mpu kaxmoit
CMEHE JI0Ta peareHTa WM, €CIM pPe3ynbTaThl KOHTPOIS
KauecTBa He MOMaal0T B pe)epeHTHBIN Inuama3oH.

XAPAKTEPUCTHUKH ONPEAEJIEHUS

DTH METPOJIOrHYECKHEe XapaKTePUCTHKU ObUIN MOJyYEHBI IPU
HCIIOJIE30BaHNN ABTOMAaTHYECKOro aHaJIM3aTopa
Biolis  30i. Pesynbrarbl, MNOMyYeHHblE HA  JPYTHX
AHAIM3aTOPAX U BPYYHYIO, MOTYT OTIHYATHCS.

= LoB (npeaen 6;1anKa):
0,6 mr/mm (0,03 MmomB/1T)

= LoD (upenen ooHapy:xenusi):
1,2 mr/mn (0,067 MmMous/im)

=  LoQ (mpeaeJ KOJIH4YeCTBEHHOTO ONpe/ie/IeHHs):
3 mr/ma (0,17 Mmouts/i)

= JluHeiiHOCTD:
110 800 mr/mm (44,4 MMoIb/1T)

IIpn OGonpneil KOHIEHTpAUUH, MPOOBI CIERyeT pa30aBUThH
0,9% NaCl n moBToputh ompenencHus. Pesymprar cnmemyer
YMHOKHTBTE Ha KOI(Q(PUIIMEHT pa3BeeHUs

= Cnenuduyunocts / UnTepdepenuun

Iemornobun mo 1,25 r/mn, Oummpy6bmn no 40 wmr/mpm,
ackopOMHOBas KUCIOTa 10 62 Mr/n u Tpurmuuepusst 10 1000
MI/IUI HEe BIMSIOT Ha pe3ysbTaThl omnpenaeneHuil. Hekortopsie
JIEKapCTBa MOI'YT BbI3BaTh IIOMEXU B PlCC.Y'IeZlOBaHl/Il/I.9

=  TouyHocTh

TloBTOpsieMOCTH Cpennee SD CV
(mexcay cepusimu) n =20 | [mr/mn] [mr/m] [%]
ypoBeHsb 1 82,1 1,05 1,28
YpOBEHb 2 2953 2,33 0,79

Bocnpoussoaumocts Cpennee SD CcvV
(130 1Hs B ieHp) n = 80 [mr/ ] [mr/mn] [%]
ypoBeHs 1 83 1,45 1,7
yYpOBeHb 2 290 2,54 0,9

PRESTIGE 24i GLUCOSE HEX

= CpaBHeHHe MeTO/A

CpaBHeHHe Ppe3ynbTaToB OTIpeJeIeHUs. TITIOKO3BI,
npousBefeHnbix Ha Biolis 30i (y) m ma BECKMAN
COULTER AU680 (x) ¢ ucnomb3oBanueM 60 o0pasios
CBIBOPOTKH JIAJI0 CIIEYIONINE Pe3yIbTaThl:

y=1,0588 x - 0,9542 mr/m;

R =1,000 (R — K03 DHUIIHEHT KOPPEISAINH)

CpaBHeHne Ppe3yIbTaTOB ompeieTIeH s TIIFOKO3BI,
npousBeaeHHbIX Ha Biolis 30i (y) u nva ADVIA SIEMENS
1800 (x) c¢ wucmomb3oBaHMeM 59 00pa3sLOB IUIA3MBI JAJO
CIIE/IYFOIIHE PE3YIbTATHI:

y=1,0308 x - 0,7088 mr/m;

R=1,000 (R — k02 HHLIEEHT KOPPESLHH)

CpaBHeHHe Ppe3yibTaToB orpeeeHust TJIFOKO3BI,
Ha Biolis 30i (y) u na BS-800 (x) c ucnomb3oBaHHeM
60 00pa3loB CHMHHOMO3IOBOH MHAKOCTH JAJO CIeTYIOIHe

Pe3yIbTaThL:

y =1,0069 x + 0,4056 mr/m;

R =0,998 (R — k03 uIeHT Koppemsimm)
CpaBHeHue pe3yJbTaToB OIIpe/ieICHIS IJIIOKO3BI,

npom3BeneHHbIXx Ha Biolis 30i (y) u wa BS-800 (x)
C MCIIOIB30BaHHUEM 57 00pa3IioB MOYH a0 Pe3yIbTaThl:
y=1,034 x - 1,3652 mr/mr;

R =1,000 (R — K03 DHUIIHEHT KOPPEISAINH)

YTUJIM3ALIMS OTXO/0B
B COOTBETCTBHUH C JIOKAJIBHBIMHA Tpe6OBaHH9[M]/l.
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PRESTIGE 241 GLUCOSE HEX
PROGRAM NA ANALIZATOR / APPLICATION /AJATITALIUSI:
e  Prestige 24i, Biolis 24i
Item name [7 [ GLUC HEX |
Data information Calibration
Units [ mg/dl \ Type [ Linear
Decimals 1 | Standard
#1 * #4
Analysis #2 * #5
Type END #3 #6
Main W.Lengthl 340
Sub W.Length2 Normal Range
Method Hexokinase Male Female
Low High Low High
Corr Serum 70 99 70 99
[ Inter \ Urine 1 15 1 15
Y=[1.000 | X+ [ 0.000 | Plasma 70 99 70 99
CSF 40 70 40 70
Dialysis
Other
Item name [ 7 | GLUC HEX |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 47 48 | High | 3.000
Sample 2.5 [ Sub 30 31
Reagent] 175 ul
Reagent2 35 Factor |Endp0int Limit |2.000
[Blank correction [1.0000 | [Linear Check (%) 0
Third Mix. [ OFF | Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Dil2
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span | 3.000 | First
Second Low
Third Low
Item name | 7 | GLUC HEX |
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON | [ Absorbance Range
| Lower OFF
Auto Rerun Range (Result) | Higher OFF
ON ON
Lower Higher [ Prozone Range [ OFF
Serum 4.5 665
Urine
Plasma
CSF
Dialysis
Other

Item No. 7 Item Name [ GLUC HEX | Optical |
Data information Calibration
Units [ mg/d1 | Type | Linear2
Decimals [1 | Std sample conc.
Blank 0 #1 [ = [#2 [ *
Analysis #3 #4 | [ #5 |
Type END #6
Main Wave Length 340 nm
Sub Wave Length
Method Hexokinase
Correlation
Slope Intercept
Y=|1 X+ 10
Item No. 7 Item Name [ GLUC HEX ‘ | Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 47 48
Kind Vol. Add Units Sub 30 31
Sample 2.5 5 ul
Reagent 1 200 10 ul Abs.Limit  Low High
Reagent 2 40 10 ul [-3 |~ [3
Blank value Correction value
Water Blank Blank correction
End Point Limit 2
Reaction Monit Linear Check (%) 0
0 Level Point [1
Span \ 3 Prozone Check
Start End Limit (%)
Third mixing First
OFF Second | Low
Item No. 7 Item Name [ GLUC HEX | Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 70 99 70 99 Serum
Urine 1 15 1 15 Urine
Plasma 70 99 70 99 Plasma
CSF 40 70 40 70 CSF
Dialysis Dialysis
Other Other
Item No. 7 Item Name [ GLUC HEX | Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher | OFF
. . Low High
First Dil Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 4.4 670
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Dil2
Other

PRESTIGE 24i GLUCOSE HEX
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PRESTIGE 241 GLUCOSE HEX

e Biolis 30i

Item no 7 Itemname | GLUC HEX Specimen | SERUM/ PLASMA/ CSF/ URINE OPTICAL
Data information Aspiration volume
UNITS \ mg/dL [ TYPE [ Double
DECIMALS \ 1
SAMPLE REAGENT 1| REAGENT 2
Analysis [ VOL. (uL) 2.5 200 40
METHOD END method [ BOTTLE (ml)
Main Wave Length 340 nm
Sub Wave Length [ FIRST DIL. \
CORRELATION (Y= AX + B) Data processing read
A= [1 START END
B= [0 MAIN 48 49
SUB 28 29
Blank value
«WATER | ° REAGENT [ ABS LIMIT
3 | TO 3
Calibration
TYPE [ Linear 2 Collection value
STABILITY | [ END POINT [25 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
LOW VARIATE
Ttem No 7 Item Name GLUC HEX Specimen | SERUM/ PLASMA/ CSF/ URINE | OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ I “ON I °OFF |
LOW | HIGH LOW | HIGH
70 | 99 70 | 99 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re | Value | Dil.
Panic range | 3 | 800
MALE FEMALE
LOW [ HIGH LOW | HIGH Auto rerun condition (abs.)
| DIL.
LOWER | °ON [ *OFF
Decision limit HIGH | °ON | *OFF
MALE FEMALE
Auto rerun condition (prozone)
°ON -OFF |
[ SAMPLE VOL. [ |
Dilution
*DIL 1 \ °DIL 2 |
Reaction check
°ON *OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON [ -OFF [ °ON *OFF

PRESTIGE 24i GLUCOSE HEX
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