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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia glukozy,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ~ ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT  S120, ACCENT MC240,
ACCENT M320, BS-120, ACCENT 400 oraz ACCENT Neo0200.
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$é
energii dla proceséw komérkowych pochodzi z jej metabolizmu
oksydacyjnego. Poziom glukozy we krwi
jest $cisle 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 heksokinazg i dehydrogenaza glukozo-6-
fosforanowa (G6P-DH).

heksokinaza

glukoza + ATP ———» glukozo-6-fosforan + ADP
glukozo-6-fosforan + NAD* _SPPH_ - olukonian-6-fosforanowy +
NADH + H*

Szybko$¢ tworzenia NADH jest wprost proporcjonalna
do st¢zenia glukozy w prébce.

ODCZYNNIKI

Sklad zestawu

I-REAGENT 4x28,5ml
2-REAGENT 4x 6,5 ml
Tlo§¢ testow

ACCENT-200 500
ACCENT-200 II GEN 500
ACCENT-220S 500
ACCENT S120 530
ACCENT MC240 530
ACCENT M320 640
BS-120 560

Odczynniki przechowywane w temp. 2-8°C zachowujg trwato$¢
do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na pokladzie aparatu w 2-10°C sa stabilne
przez 12 tygodni (ACCENT-200, ACCENT MC240).

Stezenia skladnikéw w odczynnikach

1-REAGENT

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

heksokinaza >4500 U/l

dehydrogenaza glukozo-6-
fosforanowa (G6P-DH)
konserwant

ACCENT-200 GLUCOSE HEX

> 14000 U/

OSTRZEZENIA 1 UWAGI

= Chroni¢ przed bezposrednim $wiattem  stonecznym
i zanieczyszczeniem!

Nie uzywac¢ po uptywie daty waznosci.

Nie zamraza¢ odczynnikow.

Nie zamienia¢ nakretek.

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

= EUH210 Karta charakterystyki dost¢pna na zadanie.

MATERIAL BIOLOGICZNY

Osocze krwi pobranej na EDTA lub heparyng, surowica,
bez $§ladow hemolizy, ptyn mézgowo-rdzeniowy, mocz.

Osocze / Surowica. Surowica oraz osocze powinny
by¢ oddzielone od krwinek w ciggu 30 minut. Osocze,
ktére nie jest badane bezposrednio po pobraniu, nalezy
przechowywa¢ ~ w  probowkach  zawierajacych  fluorek
lub jodooctan sodu. Zwigzki te hamuja glikolizg i stabilizujg
poziom glukozy.

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

Materiatem  polecanym do oznaczen poziomu glukozy
we krwi jest osocze.®

Plyn mézgowo-rdzeniowy. Oznaczenia w plynie moézgowo
rdzeniowym nalezy wykonywa¢ bezposrednio po pobraniu
prébki. W celu  prawidlowej interpretacji ~ wynikow,
plyn mézgowo-rdzeniowy musi by¢ oznaczany réwnocze$nie
z probka krwi pobrana od pacjenta w tym samym czasie.

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

Mocz. Probke dobowa nalezy zbiera¢ do ciemnego pojemnika
i przechowywac¢ na lodzie, przed okresem przechowywania dodac¢
5 ml lodowatego kwasu octowego, pH prébki doprowadzié
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 wykonywaé badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-REAGENT i 2-REAGENT s3 gotowe do uzycia.

Do wykonania préby zerowej nalezy uzywa¢ wody
dejonizowanej.

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
oraz BS-120, moze wystapi¢, wptywajacy na wyniki oznaczen,
efekt przeniesienia pomigdzy odczynnikami: GLUCOSE HEX -
CK-MB, GLUCOSE HEX - MG, ASAT - GLUCOSE HEX. W
celu uniknigcia tego efektu nalezy zastosowac si¢ do zalecen
zawartych W instrukcji: 51_03_24_001_ACCENT-
200_CARRYOVER.

WARTOSCI PRAWIDEOWE

mg/dl mmol/l
osocze, surowica >®’ 70 - 99 39-55
mocz (24h)* 1-15 0,1-0.8
pltyn mézgowo-rdzeniowy® |40 —70 2,2-39

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresow ~ wartosci  prawidlowych  charakterystycznych
dla lokalnej populacji.
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KONTROLA JAKOSCI

W celu wewngtrznej kontroli jako$ci, do kazdej serii oznaczen,
nalezy dotacza¢ nastgpujace kontrole: CORMAY SERUM HN
(Nr kat. 5-172) i CORMAY SERUM HP (Nr kat. 5-173) -
dla oznaczen w_surowicy, CORMAY URINE CONTROL
LEVEL 1 (Nr kat. 5-161) i LEVEL 2 (Nr kat. 5-162) -
dla oznaczen w moczu.

Do Kkalibracji analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, nalezy stosowa¢ CORMAY
MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176)
i LEVEL 2 (Nr kat. 5-175; 5-177).

Do kalibracji analizatoréw automatycznych: ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120,
nalezy stosowa¢é CORMAY MULTICALIBRATOR LEVEL 1
(Nr kat. 5-174; 5-176) i LEVEL 2 (Nr kat. 5-175;
5-177). Jako kalibratora O nalezy uzywa¢ wody dejonizowane;j.
Krzywa kalibracyjna powinna by¢ sporzadzana co 11 tygodni
(ACCENT-200) lub co 12 tygodni (ACCENT MC240),
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. jesli wartosci oznaczenia surowic kontrolnych nie mieszcza
si¢ w wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatoréw
automatycznych: ~ ACCENT-200 i ACCENT  MC240.
W przypadku przeprowadzenia oznaczenia na innym analizatorze
lub manualnie otrzymane wyniki moga r6znié
si¢ od podanych.

= Czulosé
8,7 mg/dl (0,48 mmol/l) - ACCENT-200

= LOQ (granica oznaczalnosci)
2,6 mg/dl (0,143 mmol/l) - ACCENT MC240

=  Liniowosé
do 1000 mg/dl (55 mmol/l) - ACCENT-200
do 1050 mg/dl (57,75 mmol/1)- ACCENT MC240

Dla  wyzszych  stgzen  probk¢  nalezy  rozcienczy¢
0,9% roztworem NaCl, oznaczenie powtérzy¢, a wynik
pomnozy¢ przez wspétczynnik rozcienczenia.

=  Specyficznos$¢ / Interferencje

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

= Precyzja

Powtarzalno$é Srednia [ SD cv

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 88,16 0,92 1,04
n=10 poziom 2 293,31 3,02 1,03
ACCENT MC240 | poziom 1 82,26 1,04 1,27
n=20 poziom 2 283,02 3,45 1,22
Odtwarzalnos$¢ Srednia SD CvV

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 87,62 1,56 1,78
n=20 poziom 2 283,02 6,70 2,37
ACCENT MC240 | poziom 1 83,10 1,15 1,40
n=80 poziom 2 286,30 4,93 1,70

=  Poréwnanie metody

Poréwnanie ~ wynikéw  oznaczen  glukozy, wykonanych
na ACCENT-200 (y) i na COBAS INTEGRA 400 (x),
z uzyciem 39 probek surowicy, dato nastgpujace wyniki:

y =099 x + 1,2288 mg/dl;

R=0,999 (R — wspétczynnik korelacji)

ACCENT-200 GLUCOSE HEX

Poréwnanie  wynikéw  oznaczen  glukozy, wykonanych
na ACCENT MC240 (y) i na BS-800 (x), z uzyciem 60 prébek
surowicy, dato nastgpujace wyniki:

y =0,9773 x + 2,8799 mg/dl;

R =0,998 (R — wspétczynnik korelacji)

Poréwnanie  wynikéw  oznaczen  glukozy, wykonanych
na ACCENT MC240 (y) i na ADVIA 1800 (x), z uzyciem
57 prébek osocza, dato nastgpujace wyniki:

y =1,0324 x - 1,7485 mg/dl;

R =0,998 (R — wspétezynnik korelacji)

Poréwnanie  wynikéw  oznaczen  glukozy, wykonanych
na ACCENT MC240 (y) i na BS-800 (x), z uzyciem
57 prébek moczu, dato nastgpujace wyniki:

y =1,0349 x - 3,1983 mg/dl;

R =1,000 (R — wspétezynnik korelacji)

Poréwnanie  wynikéw  oznaczen  glukozy, wykonanych
na ACCENT MC240 (y) i na BS-800 (x), z uzyciem
64 probek ptynu mézgowo- rdzeniowego, dato nastgpujace
wyniki:

y =1,0058 x + 0,7701 mg/dl;

R =0,999 (R — wspétezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit for determination of glucose concentration used
in automatic analysers: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240, ACCENT
M320, BS-120, ACCENT 400 and ACCENT Ne0200.

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 o ojycose-6-phosphate + ADP

glucose-6-phosphate + NAD* % gluconate-6-phosphate +

NADH + H*

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

REAGENTS

Package

1-REAGENT 4x285ml
2-REAGENT 4x6.5ml

The reagents, stored at 2-8°C are stable up to expiry date printed
on the package. The reagents stored on board
of the analyser at 2-10°C are stable for 12 weeks
(ACCENT-200, ACCENT MC240).

Concentrations in the test

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/
glucose-6-phosphate dehydrogenase

(G6P-DH) > 14000 U/1
preservative

WARNINGS AND NOTES

= Do not use after expiry date.

= Do not freeze reagents.

= Do not interchange caps.

= Protect from direct sunlight and avoid contamination!

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

= EUH210 Safety data sheet available on request.

ACCENT-200 GLUCOSE HEX

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.3

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 at 4°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.

Deionised water is recommended as a reagent blank.

Actions required:

When performing assays in analyzers: ACCENT-200, ACCENT-
200 ! GEN, ACCENT-220S and BS-120,
there is a probability of cross-contamination affecting the tests
results: GLUCOSE HEX - CK-MB, GLUCOSE HEX - MG,
ASAT - GLUCOSE HEX. To avoid this effect follow
the  recommendations  contained in  the instruction
51_03_24_001_ACCENT-200_CARRYOVER.

REFERENCE VALUES
mg/dl mmol/l
plasma, serum>®’ 70 - 99 39-55
urine (24h)® 1-15 0.1-0.8
cerebrospinal fluid® 40-70 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
the following controls for each batch of samples: 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 analysers: ACCENT-200,
ACCENT-200 II GEN the CORMAY MULTICALIBRATOR
LEVEL 1 (Cat. No 5-174; 5-176) and LEVEL 2
(Cat. No 5-175; 5-177) are recommended.

For the calibration of automatic analysers: ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120
the CORMAY MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
are recommended. Deionised water should be used
as a calibrator 0.
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The calibration curve should be prepared every 11 weeks
(ACCENT-200) or every 12 weeks (ACCENT MC240), with
change of reagent lot number or as required e.g. quality control
findings outside the specified range.

PERFORMANCE CHARACTERISTICS

The following results have been obtained using the automatic
analysers: ACCENT-200 and ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

= Sensitivity
8.7 mg/dl (0.48 mmol/l) - ACCENT-200

= LOQ (Limit of Quantitation)
2.6 mg/dl (0,143 mmol/l)- ACCENT MC240

= Linearity
up to 1000 mg/dl (55 mmol/1) - ACCENT-200
up to 1050 mg/dl (57,75 mmol/1)- ACCENT MC240

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 Ccv

(run to run) [mg/dl] | [mg/dl] [%]
ACCENT-200 level 1 88.16 0.92 1.04
n=10 level 2 293.31 3.02 1.03
ACCENT MC240 | level 1 82.26 1.04 1.27
n=20 level 2 283.02 3.45 1.22
Repeatability Mean SD (&%

(day to day) [mg/dl] | [mg/dl] [%]
ACCENT-200 level 1 87.62 1.56 1.78
n=20 level 2 283.02 6.70 2.37
ACCENT MC240 | level 1 83.10 1.15 1.40
n=30 level 2 286.30 493 1.70

=  Method comparison

A comparison between glucose  values  determined
at ACCENT-200 (y) and at COBAS INTEGRA 400 (x) using
39 samples of serum gave following results:

y =0.99 x + 1.2288 mg/dl;
R=0.999 (R — correlation coefficient)

A comparison between glucose  values  determined
at ACCENT MC240 (y) and at BS-800 (x) using 60 samples of
serum gave following results:

y =0.9773 x + 2.8799 mg/dl;

R =0.998 (R — correlation coefficient)

A comparison between glucose  values  determined
at ACCENT MC240 (y) and at ADVIA 1800 (x) using
57 plasma samples gave following results:

y =1.0324 x - 1.7485 mg/dl;

R =0.998 (R — correlation coefficient)

A comparison between glucose  values  determined
at ACCENT MC240 (y) and at BS-800 (x) using
57 urine samples gave following results:

y =1.0349 x - 3.1983 mg/dl;

R =1.000 (R — correlation coefficient)

ACCENT-200 GLUCOSE HEX

51_03_03_039_05

A
at

comparison  between  glucose  values  determined
ACCENT MC240 (y) and at BS-800 (x) using

64 cerebrospinal fluid samples gave following results:
y =1.0058 x + 0.7701 mg/dl;

R=0.999

(R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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MNPEAINOJATAEMOE UCITIOJIb30OBAHUE
JluarHocTiueckuii HaGop Uil ONpPEJENeHHs] KOHIEHTPALUH
raoKo3el.  HaGop  mpeiHasHadeH Uil MCHOJB30BaHUs
Ha aBToMatmdeckux aHammszaTopax: ACCENT-200, ACCENT-
200 I GEN, ACCENT-220S, ACCENT S120, ACCENT
MC240, ACCENT M320, BS-120, ACCENT 400 u ACCENT
Neo0200.

PeareHTsl JIOJDKHBI HCIIOJB30BaThCsl TOJIBKO JUISl JHArHOCTHKH
in Vitro, KBaIM(UIMPOBAHHBIM J1aGOPATOPHBIM IIEPCOHATIOM,
B e, JuIst KOTOPBIX OHH NpejiHa3HaYCHBI,
B COOTBETCTBYIONIUX JTAOOPATOPHBIX YCTOBHSIX.

BBEJEHHUE

I'moxo3a — 3T0 mpocTOil mecTUyriiepoaHbIil caxap. biaronaps
ee OKHCICHHIO, KICTKH IIOJIy4aloT GOJIBLIYI0 YacTh JHEPIHH.
VpOBeHb TIJIIOKO3bl B KPOBH KOHTPOJHPYETCS HECKOJIBKUMU
ropMoHamy. TTOBBINIEHHBIH  YPOBEHb TJIIOKO3bI  ABIAETCS
THIIMYHBIM TIPOSIBICHHEM CaXapHOro amabera. AHOMANbHBIH
YPOBEHb T'JTIOKO3bI (TUIep- M0 TUMOrINKEMHsA) MOKET ObITh
TaKKe BbI3BAH 3a00JICBAHMSIMHU IICYCHH, IIHTOBUIHOIN JXKeNe3bl,
HAJMOYEYHUKOB HIIH OIYXOJIBIO T10DKEITYI0YHOI JKeJIe3bl.

MNPUHLIAII METOJA
DH3MMAaTHYECKHI MeToJ c

U IIIF0K030-0-1eruaporenasoi (G6P-DH).
rmoko3a + ATO SO o rirpok030-6-ocdat + ALD

reKCOKHMHAa30H

r0k030-6-ocdar + HAJI*_SPPH o rjokonat-6- pocdar +

HAJTH + H*
Ckopocte ob6pasoBanuss HAJIH mnpsmo mnponopruoHansHa
KOHIIGHTPALMH [III0KO3bI B 00pasLie.

PEATEHTbBI

Cocras nHabopa

1-REAGENT 4x 28,5 mn
2-REAGENT 4x6,5mn

Ipu Temnepatype 2-8°C peareHTBI COXPAHSIOT CTAaOMIBHOCTH
B TEUYEHHE BCEro CPOKa TOJHOCTH, YKa3aHHOTO Ha YMaKOBKe.
CrabunbHOCTS Ha GopTy aHamusatopa npu 2-10°C coctaBmsieT
12 nenens (ACCENT-200, ACCENT MC240).

KOHI{EHTpﬁHlfllfl KOMIIOHEHTOB B pearenrax

1-REAGENT

oydep PIPES (pH 7.5) 80 MMOIIB/JI
Mg 10 mmons/n
ATD 4 MMOTIB/T
HALD 3 MMoOJIB/N
2-REAGENT

TreKCOKMHAa3a > 4500 En/n
II0K030-60-neruaporenasa (GOP-DH) > 14000 Ex/n
KOHCEpPBAaHT.

NPEAYNPEXIEHAA U IPUMEYAHUS

= He ucrionb30BaTh 1nociie OKOHYAHHS CPOKA TOJHOCTH.

= He 3aMopa)kuBaTh peareHTOB.

=  He B3anMO3aMeHATH KpbIlIeYeK (IakoHOB.

*  3amummark OT NpAMOTO CBETA U 3arpsA3HeHus !

= Tlepen WCMONB30BAHMEM PpEAreHTHl CJIEAyeT aKKypaTHO
nepeMelaTh yTeM BpalleHus (IakoHOB.

= EUH210 TIlacmopT 06€30macHOCTH MPEAOCTABISETCS MO
3ampocy.

ACCENT-200 GLUCOSE HEX

BUOJIOTUYECKUIA MATEPHAJI

ITnasma kpoBu otoOpannas Ha DJTA niam Ha remapuae 160
CBIBOPOTKA, 6€3 CIIEI0B IeMOJIH3a; CIMHHOMO3IOBast JKHIKOCTb,
Moya.

Ina3ma / CeiBoporka. CeiBopoTka MO0 IUIazMa JIOJKHBI
OBITH OTJENEHBI OT (POPMEHHBIX JIEMEHTOB KPOBH B TEUCHHE
30 munyr.ITnasmy, KOTOpy:O HEBO3MOXKHO HCCIEIOBATH CpPa3y
nociae orbopa, ClefyeT XpaHHTb B NPOOUPKAX, COJAEPHKAIIUX
¢dropux mmbo fioxaneraT HaTpUA. DTH COCIMHEHUS TOPMO3SAT
[JIMKOJIM3 M CTA0MIH3HPYIOT YPOBEHb ITIOKO3bL.

CBIBOPOTKA H MIa3Ma MOTYT XPaHHThCs 110 2 cyTok npu 4°C.°
ITna3ma 3T0 peKOMeHTyeMBbli MaTepHai JUIs ONpeieneHns
COJIepIKAHNS TTIFOKO3bI B KPOBH.®

CnuHHOMO3roBast KHIKOCTb. Ornpenenenne B
CIIMHHOMO3TOBOH JKHIKOCTH MPOBOJUTCS cpasy Iocie 3abopa
obpasua. Jisi KOPPEKTHOM MHTEPIPETALMM  Pe3yNbTaToB,
CITMHHO-MO3TOBYIO HKHIKOCTh crexyet HCCIIeNIoBaTh
OZIHOBPEMEHHO C MPO0Oii KPOBHM, B3ATOH y TAlMEHTa B TO XkKe
BpeMI.

IMocne uenTpudyrupoBaHus, CIMHHOMO3IOBas — KMJIKOCTh
MOJKET XpaHHUTbCs 710 24 uacos 1pu 4°C.*

Moua. Cyrounylo Mody coOpaTb B TEMHBIH KOHTEIiHep
U XpaHMTh Ha JbJy. Ilepex HayaloM XpaHEHHs CIeIyeT
J106aBUTH 5 MIT JISASHOM YKCYCHON KHCIOTHI, AoBeas pH mpo6s
710 4-5. O6pasIBl ¢ BUIMMON MyTHOCTHIO MM HpPEHUIHTATAMH
cleyeT HeHTpH(YTrupoBaTh mepe/l aHaTH30M.

Moua moxeT XpaHutbest 24 yaca npu temir. 4°C.

TeM He MeHee, PEKOMEHIYETCSl MPOBOJMUTH HCCIICAOBAHHS
Ha CBEXKECOOPaHHOM GHOJIOrHYECKOM MaTepHaie.

MPOLEAYPA ONIPEJEJEHUS

1-REAGENT u 2-REAGENT roToBBI K HCTIOTb30BaHHIO.

B KkauectBe OJaHK-pearcHTa PEKOMEHJYETCs HCIOIb30BaTh
JICHOHU30BaHHYIO BOJLY.

Heobxoanmble aeiicTeus:

Ipu Bemonnenun ananu3oB Ha aHanmu3atopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120, Bo3moxHO
HCKaKEHHE PEe3y/IbTaTOB AHATH30B, BHI3BAHHOE HEPEKPeCTHBIM
3arpsisnenneM mexnay pearentamu: GLUCOSE HEX - CK-
MB, GLUCOSE HEX — MG, ASAT - GLUCOSE HEX. YtoGst
n3bexare dtoro dddexra, cruemyidite peKOMEHIAIMAM,
copepxxkamumcst B uHCTpykmuum  S51_03_24 _001_ACCENT-
200_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHbI

M/ MMOJIB/TT

n1a3Ma, cbiBopotka >*’ 70 -99 39-55

Moua (24y) ® 1-15 0,1-0,8

CIIMHHOMO3TOBast KHIKOCTh® 40-70 22-39
Kaxnoit nabopatopun PEKOMEH/TyeTCst YCTaHOBHTH

cOOCTBEHHBIE HOPMBI, XapakTepHbBIC  UIA O6CHCHyCMOF0
KOHTUHI'€HTa

KOHTPOJIb KAYECTBA

JUtsi BHYTPEHHEro KOHTDOJs KadecTBa, UL KaKIOH cepHu
HM3MEpEeHHH,  pexoMeHayercst — ucmonb3oBath:  CORMAY
SERUM HN (Kar. Ne 5-172) u CORMAY SERUM HP
(Kar. Ne 5-173) - mpu mccnenoBannu chiBopotkn; CORMAY
URINE CONTROL LEVEL 1 (Kar. Ne 5-161) u LEVEL 2
(Kar.  Ne  5-162) - OpU___ WCCIIeIOBAaHUU  MOYH.
Jlist kammuOpoBku aBroMarmyeckux ananmsatopoB: ACCENT-
200, ACCENT-200 II GEN, pexomeHzayeTcs HCIOIb30BaTh
CORMAY MULTICALIBRATOR LEVEL 1 (Kat. Ne 5-174,
5-176) un LEVEL 2 (Kar. Ne 5-175, 5-177).
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Jlns kanmbpoBku aBToMatHueckux axamuzatopoB: ACCENT-
220S, ACCENT S120, ACCENT MC240, ACCENT M320,
BS-120, PEeKOMEHyeTCst HCIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174, 5-176)
u LEVEL 2 (Kar. Ne 5-175, 5-177). B kauecrtBe
0-xanmubparopa PEeKOMEH/TyeTCst HCIIOIb30BATh
JICHOHHU30BaHHYIO BOJLY.

Kann6poBouHyl0 KpPHBYIO CIIEAyeT COCTaBIATH  KakK/ble
11 nenens (ACCENT-200) wiu xaxubie 12 Henens (ACCENT
MC240), npu KaxmoWd CMEHEe JIOTa peareHTa WIH, ecIH
pe3y/bTaThl KOHTPOJISI Ka4ecTBa HE MOMAfAloT B ped)epeHTHBII
JIMATIa30H.

XAPAKTEPUCTHUKH ONPEJEJTEHUSA

OTH METPOJIOTHYECKHE XapPaKTEPUCTHKH OBLIH  IOJTyYCHBI
OpU  MCIONB30BAaHHM  ABTOMATHYCCKHX  AHAIM3ATOPOB:
ACCENT-200 1 ACCENT MC240. Pe3ynbTaThl, OTydeHHBIE
Ha IPYTHX aHAJIM3aTOpax H BPYUHYIO, MOTYT OTIHYAThCA.

= YyBCTBHTEIBHOCTH
8,7 mr/miu (0,48 mmonb/n) - ACCENT-200

= LOQ (npejes KOJHYECTBEHHOI0 ONpe/IeJeHus )
2,6 mr/m (0,143 mmons/n) - ACCENT MC240

= JluHeiiHoCTH
710 1000 mr/m (55 mmons/i) - ACCENT-200
J10 1050 mr/mt (57,75 mmons/n) - ACCENT MC240

Ilpu Gonbluell KOHIEHTPAIMH, TPOOBI CIeIyeT pa3daBUTh
0,9% NaCl u mnoBTopuTh oOmpezmeneHus. Pesymbrar cremyeT
YMHOXHTBTE Ha KOO(QPUIMEHT pa3BeIeHHUs.

- C duunocTs / UnTepdep HH

Iemornobun po 1,25 r/mn, Owmpyoun mo 40 wr/m,
ackopOHHOBast Kkuciora Jo 62 MI/I M TPUIIHIEPHIBI
mo 1000 Mr/am He BAMSIOT HA pe3yIbTAaTHl ONpeAeTIeHMIL.
Hexoropsie JIeKapCcTBa MOT'yT BBI3BAaTh TIOMEXH
B MCCJIENIOBAHMH.’

=  TouHocTh

IoBTOpsieMocTH Cpennee SD (&)Y
(MEXLy CepHsIMH) [mr/mn] | [mr/pn] | [%]
ACCENT-200 ypoBenb 1 88.16 0.92 1.04
n=10 YPOBEHb 2 293.31 3.02 1.03
ACCENT MC240 | yposens 1 82.26 1.04 1.27
n=20 YpoBeHb 2 283.02 3.45 1.22
BocnpoussoaumocTh Cpennee SD Ccv

(W30 IHS B JICHB) [mr/on] | [mr/ma] | [%]
ACCENT-200 ypoBeHb 1 87.62 1.56 1.78
n=10 YpoBeHb 2 283.02 6.70 | 2.37
ACCENT MC240 | yposeHs 1 83,10 1,15 1,40
n=80 YpoBeHb 2 286,30 4,93 1,70

=  CpaBHeHHe MeTO/A

CpaBHenue pe3yJbTaToB onpeeseHus TJTIOKO3BI,
npoussesieHHblx  Ha  ACCENT-200 (y) u na COBAS
INTEGRA 400 (x) ¢ ucrion3osanuem 39 06pa3LoB CbIBOPOTKU
JaJio CIeTyIONINe Pe3yabTaThl:

y =099 x + 1,2288 mr/mm;

R=0,999 (R — ko3¢ durmeHT Koppensium)

CpaBHenue Ppe3yJIbTaToB onpezeseHns [JTIOKO3BI,
npoussesieHHbx Ha ACCENT MC240 (y) n na BS-800 (x)
¢ ucnosb3oBanneM 60 00pasioB CHIBOPOTKH A0 CIEAYIONIHE

Ppe3yJIbTaThI:
y=0,9773 x + 2,8799 mr/m;
R=0,998 (R — ko3 dunment xoppensiun)

ACCENT-200 GLUCOSE HEX

CpaBHenne pe3yIbTaToB onpesieeH s TTIOKO3BI,
npoussesieHHbx Ha ACCENT MC240 (y) u na BS-800 (x)
C UCIOJIB30BaHHEM 57 06pa3LOB MOYH JAJI0 PE3yJIbTaThL:

y = 1,0349 x - 3,1983 mr/mr;

R = 1,000 (R — xoa¢dunuent koppesium)

CpaBHenue pe3yiIbTaToB onpenesneHns TJTIOKO3BI,
npousseeHHbx Ha ACCENT MC240 (y) u na ADVIA 1800
(x) ¢ ucnonp3oBaHueM 57 00pa3LOB ILTA3MBI JAJI0 CIIEAYIOIINE
Ppe3yJIbTaThI:

y =1,0324 x - 1,7485 mr/mm;

R =0,998 (R — ko3¢ durmeHT KOppensiHm)

CpaBHenue Ppe3yJIbTaToB ompeiesIeH s TJTFOKO3BI,
Ha ACCENT MC240 (y) u na BS-800 (x) ¢ ucnonb3oBanuem
64 00pa3sLoB CIMHHOMO3TOBOM JKHIKOCTU Jallo CIEAYIONIHe
pe3ynbTaThL:

y = 1,0058 x + 0,7701 mr/mm;

R =0,999 (R — ko3¢ durmeHT KOppensiHm)

YTUJIU3ALUA OTXO10B
B cooTBETCTBHH C JIOKAILHBIMU TPEOOBAHUAMH.
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ACCENT-200 GLUCOSE HEX

PROGRAM NA ANALIZATOR / APPLICATION for / ATAIITAIIUS pos:

*« ACCENT-200 ¢ ACCENT-2208
Parameters Parameters
Test Name GLUCOSE R1 200 Test GLUC HEX R1 200
HEX No 76 R2 40
Test No 76 R2 40 Full Name Glucose Sample Volume 3
Full Name Glucose Sample Volume 3 Hexokinase
Hexokinase Standard No [ 76 RI Blank
Reference No |76 RI Blank Reac. Type | Endpoint Mixed Rtg. Blank
Analy. Type | Endpoint Mixed Reag. Blank Pri. Wave. 340 nm Linearity Range 43 | 1000
Pri. Wave. 340 nm Concentration 8.7 | 1000 Sec. Wave Linearity Limit
Secon. Wave. _ Linearity L{“’{l Direction Increase Substrate Limit
Trend Ascending Substrate Limit Reac. Time 1 | 17 Factor
Reac. Tm}e -1]15 Factor Incuba. Time |11 |:| Prozone check
Incuba. Time | 10 |:| Prozone check Unit me/dl
Unit mg/dl Precision 0.1 1 2 3 4
Precision 0.1 a [ Je e Je ] : : d @ [ 4
PC | | Abs| |
PC | | Abs]| |
X . Calibration Rule
Calibration Rule E— Rule Multi-point Linear
Rule Two-point Linear Sensitivity 1
Sens?tivily 1 Replicates 3
Replicates 3 Interval (day) 77
Interval (day) 77 Difference Limit |0
Difference Limit 0 SD 0
SD 0 Blank Response 050000
Blank Response [0 [ 50000 Error Limit 0
Error Lf‘mt 0 Coefficient 0
Coefficient 0
¢ ACCENT-200 II GEN
Parameters ¢ BS-120
Test Name GLUCOSE R1 200 Parameters
HEX Test GLUCOSE R1 180
Test No 76 R2 40 HEX
Full Name Glucose Sample Volume 3.5 No 1 R2 36
Hexokinase Full Name Glucose Sample Volume 35
Reference No | 76 R1 Blank Hexokinase
Analy. Type | Endpoint Mixed Reag. Blank Standard No | 1 R1 Blank
Pri. Wave. 340 nm Concentration 9.1 ]1000 Reac. Type Endpoint Mixed Rtg. Blank
Secon. Wave. Linearity Limit Pri. Wave. 340 nm Linearity Range 4.5 1990
Trend Ascending Substrate Limit Sec. Wave. Linearity Limit
Reac. Time 1115 Factor Direction Increase Substrate Limit
Incuba. Time | 10 I:l Prozone check Reac. Time -1 [15 Factor
Unit mg/dl Incuba. Time |16 |:| Prozone check
Precision 0.1 ql I:l q2 I:l q3 l:‘ q4 |:| Unit mg/d]
Precision 0.1 ql |:| q2 l:l q3 l:l q4 l:l
PC | | Abs] |
PC | | Abs| |
Calibration Rule
Rule Two-point Linear Calibration Rule
Sens?tivily 0 Rule Multi-point Linear
Replicates 3 Sensitivity 1
Interval (day) 77 Replicates 3
Difference Limit [0 Interval (day) 71
SD 0 Difference Limit 0
Blank Response | 0] 50000 SD 0
Error Limit 0 Blank Response 0 [50000
Coefficient 0 Error Limit 0
Coefficient 0
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* ACCENT S120

Chem [ GLUC HEX

Sample Type | SERUM/ Urine/CSF

I
Chemistry [ GLUCOSE HEXOKINASE | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave | 340 nm Sec Wave I:l
Unit [ mg/dl | Decimal
Incubation Time IE
Blank Time [-3 ] [-1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard l_sz—| uL l_p—l w [ JuL RI uL
Decreased [ 23 | uL [ 20 JuL [ 180 R2 uL
Increased [ ] uL [ JuL |
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 10 | ‘ 1020 | Linearity Limit | |
Linearity Range (Decreased) [ ] [ ] Substrate Depletion [ |
Linearity Range (Increased) [ ] [ ] Mixed Blank Abs | -40000 ] [40000 ]
RI Blank Abs [__-40000 ]  [___40000 ] On-board Stability | Day(s)
Blank Response [ -40000 | [ 40000 ] Reagent Alarm Limit I:l
Twin Chemistry | | :l Enzyme Linear Extension
l:l Prozone Check
oo 1 o [1 vi 10 03 | o4 | | V2 101
os 1 o6 [ v3 [0 epc| | pc2 | | (I I
I:' Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol I:| uL Pretreat Sample Vol I:| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model | Multi-point Linear | I:' Bottle Changed
Factor :l Replicates |:| Lot Changed
[ calTime
ACCEPTANCE LIMITS
Cal Time [T Hour
Slope Diff [ sp [ ]
Sensitivity ] Repeatability
Deter Coeff I:'

ACCENT-200 GLUCOSE HEX
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* ACCENT MC240

* ACCENT M320

Chem [ GLUC HEX | No.[ 076 ]

Sample Type | SERUM/Urine/CSF

Chemistry | GLUCOSE HEXOKINASE | Print name
Reaction Type | Endpoint Reaction Direction
Pri Wave [ 340 nm ] SeeWave [ ]
Unit [mg/dl | Decimal
Incubation Tim
Blank Time [-3 ] [L1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard !_2p3—| uL wL [ JuL RI uL
Decreased | 23 | uL | 20 luL [ 180 | uL R2 uL
Increased | ] uL [ JuL | | uL
l:l Sample Blank - Auto Rerun
Linearity range (Standard) ‘ 2.6 ‘ ‘ 1050 ‘ Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) \ [ ] Mixed Blank Abs | -35000 ] [35000 ]
RI Blank Abs [ -35000 | [ 35000 | On-board Stability ] Day(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit I:l
Twin Chemistry | | :l Enzyme Linear Extension
:l Prozone Check
oo 1 o [C— vi T o3 | o4 | | V2 C— 1.1
os 1 os [ v3 10 epcl ] pc2 | I (I

I:l Sample Pretreatment
[

I:' Control Pretreatment

Pretreat Sample Vol I:| uL

I:' Calibrator Pretreatment

Pretreat Sample Vol : uL

CALIBRATION SETTINGS AUTO CALIBRATION

Math model [ Multi-point Linear ] I:' Bottle Changed

Factor I:| Replicates I:' Lot Changed
I:' Cal Time

ACCEPTANCE LIMITS

Cal Time I:l Hour

Slope Diff ~ [___] sp [ ]
Sensitivity |:| Repeatability
Deter Coeff I:l

Chem [ GLUC HEX ] No.[ 076 ] Sample Type
Chemistry [ GLUCOSE HEXOKINASE | Print name
Reaction Type | Endpoint Reaction Direction
Pri Wave [ 340 nm ] SeeWave ]
Unit [ me/dl I Decimal
Incubation Time IT_S—‘
Blank Time | -3 | [ -1 I Reaction Time @ El
Sample Vol Aspirated Diluent Reagent Vol
sandad [ 20 J L o Ju [ Jal R uL
Decreased | 2.1 ] uL | 20 JuL [ 180 | uL R2[ 30 |uL
Increased | ] uL | JuL | | uL
l:| Sample Blank Auto Rerun
Linearity range (Standard) ‘ 2.6 ‘ ‘ 1030 ‘ Linearity Limit | |
Linearity Range (Decreased) [ ] [ | Substrate Depletion [ |
Linearity Range (Increased) [ ] [ ] Mixed Blank Abs [ -35000 ] 35000 ]
RIBlank Abs 35000 ] [ 35000 | On-board Stability | Dav(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit I:l
Twin Chemistry | | I:l Enzyme Linear Extension
l:l Prozone Check
oo 1 oo [ wvi L 03] | o4 | | V2 1
os 1 os [ vz [0 ec | | pc2 | I 101

I:' Control Pretreatment I:' Calibrator Pretreatment
Pretreat Sample Vol I:l uL Pretreat Sample Vol I:l uL

I:| Sample Pretreatment
[ |

CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point Linear ] I:' Bottle Changed
Factor |:| Replicates I:l Lot Changed

[ calTime
ACCEPTANCE LIMITS

Cal Time I:l Hour
Slope Diff ~ [___] sp [ ]
Sensitivity [ | Repeatability [35000

Deter Coeff I:l

ACCENT-200 GLUCOSE HEX
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