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ACCENT-200 CREATININE

Nr kat. 7-233 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stg¢zenia kreatyniny,
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

Kreatynina jest produktem zachodzacej w mig$niach
szkieletowych nieenzymatycznej dehydratacji  kreatyny.
Ilo§¢ powstajacej i wydalanej przez nerki kreatyniny
jest proporcjonalna do masy migSniowej i zazwyczaj
jest wyzsza u mezczyzn niz u kobiet. Dzienna produkcja
kreatyniny utrzymuje si¢ na niemal stalym poziomie,
z wyjatkiem rozlegtego uszkodzenia migéni w wyniku
wypadku lub choroby degeneracyjnej migéni. Poziom
kreatyniny we krwi i w moczu zalezy od filtracji ktgbuszkowe;j,
wobec czego klirens kreatyniny jest doskonatym wskaznikiem
funkcji nerek.

ZASADA METODY

Modyfikacja metody Jaffé’go, bez odbialczania. W wyniku
reakcji pikrynianéw z kreatyning w $rodowisku alkalicznym
powstaje pochodna 2,4,6,-trinitro-cykloheksadienu
o zabarwieniu zétto-czerwonym. Intensywnos$¢ zabarwienia
jest wprost proporcjonalna do stgzenia kreatyniny.

ODCZYNNIKI

Sklad zestawu

1-REAGENT 4x 15ml
2-REAGENT 2x7,5ml

Tlos¢ testow

ACCENT-200 260
ACCENT-200 IT GEN 260
ACCENT-220S 250
ACCENT S120 220
ACCENT MC240 280
ACCENT M320 280
BS-120 260

Odczynniki przechowywane w temp. 15-25°C zachowuja
trwato$¢ do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na poktadzie aparatu w 2-10°C sa stabilne
przez 4 tygodnie (ACCENT-200) lub 6 tygodni (ACCENT
MC240, ACCENT S120).

Stezenia skladnikéw w zestawie

wodorotlenek sodu <450 mmol/l
bufor weglanowy <150 mmol/l
kwas pikrynowy < 38,8 mmol/l

ACCENT-200 CREATININE

Ostrzezenia i uwagi
=  Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!
= Nalezy zapozna¢ si¢ z Karta charakterystyki (MSDS),
ktéra zawiera szczegétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.
= 1-REAGENT i 2-REAGENT spetniaja  kryteria
klasyfikacji ~ zgodnie z  rozporzadzeniem (WE)
nr 1272/2008.
Skladniki:
1-REAGENT zawiera wodorotlenek sodu
2-REAGENT zawiera kwas pikrynowy
Niebezpieczenstwo.
H314 Powoduje powazne oparzenia skory
oraz uszkodzenia oczu.
P280 Stosowaé¢ rekawice ochronne, odziez
ochronng, ochrong oczu lub ochrong twarzy.
P305 + P351 + P338 w PRZYPADKU
DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ woda
przez kilka minut. Wyja¢ soczewki kontaktowe, jezeli sa
i mozna je tatwo usunaé¢. Nadal ptukac.
P310 Natychmiast skontaktowa¢ si¢ z OSRODKIEM
ZATRUC lub lekarzem.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na EDTA lub heparyng
bez §ladow hemolizy, mocz z dobowej zbiorki pobrany
bez konserwantow.’

Przygotowanie moczu: Prébk¢ moczu przed analiza nalezy
rozcienczy¢ 100-krotnie 0,9% NaCl, a wynik oznaczenia
pomnozy¢ przez 100. Przed analiza probke nalezy
doktadnie wymieszac.

Probki moga by¢ przechowywane do 7 dni w temp. 2-8°C.
W celu przechowania prébek przez diuzszy okres czasu
nalezy je zamrozi¢ w -20°C.

Jednak polecamy wykonywa¢ badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

Do wykonania préby zerowej nalezy uzywaé¢ wody
dejonizowane;j.

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: CREATININE -
BIL TOTAL II GEN, CREATININE - BIL DIRECT III GEN,
CREATININE - CHOL, CREATININE - MICROALBUMIN,
CREATININE - UA / UA PLUS, URINE PROTEINS II GEN
- CREATININE, CK - CREATININE, CK-MB -
CREATININE. W celu uniknigcia tego efektu nalezy
zastosowa¢ si¢ do zalecen zawartych w instrukcji:
51_03_24_001_ACCENT-200_CARRYOVER.
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WARTOSCI PRAWIDEOWE ’
surowica / osocze mg/dl umol/l
kobiety 0,6 -1,1 53-97
mezczyzni 0,7-13 62 -115
mocz: zbiérka dobowa mg/kg/24h pmol/kg/24h
kobiety 11-20 97 - 177
mezezyzni 14 -26 124 —230

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

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, 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 kalibracji analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, nalezy stosowa¢
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 tydzien
(ACCENT-200) lub co 6 tygodni (ACCENT MC240,
ACCENT S120). 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 analizatoréw
automatycznych: ~ACCENT-200 i ACCENT MC240
W  przypadku przeprowadzenia oznaczenia na innym
analizatorze lub manualnie otrzymane wyniki moga
r6zni¢ si¢ od podanych.

= Czulo$é
0,32 mg/dl (28,3 pmol/l) - ACCENT-200
0,8 mg/dl (70,7 pmol/l) - ACCENT MC240

=  Liniowos¢
do 20 mg/dl (1768 pmol/l) - ACCENT-200
do 37 mg/dl (3271 pmol/l) - ACCENT MC240

Dla wyzszych stgzen  probke nalezy  rozciefczy¢
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspétczynnik rozcienczenia.

= Specyficzno$¢ / Interferencje
Hemoglobina do 2,5 g/dl, triglicerydy do 500 mg/dl,
kwas askorbinowy do 62 mg/l i bilirubina do 20 mg/dl
nie wptywaja na wyniki oznaczenia.

= Precyzja

Powtarzalnos¢ Srednia SD (6)%
(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 0,88 0,06 | 6,65
n=20 poziom 2 3,48 0,08 2,33
ACCENT MC240 | poziom 1 1,75 0,02 1,28
n=20 poziom2 | 4,58 0,03 | 0,63
Odtwarzalno$¢ Srednia SD (6)%
(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 1,44 0,07 | 4,86
n=80 poziom 2 3,92 0,16 | 4,00
ACCENT MC240 | poziom 1 1,5 0,04 2,7
n=80 poziom 2 43 0,10 2.3
ACCENT-200 CREATININE

= Poréwnanie metody

Poréwnanie wynikéw oznaczefn kreatyniny wykonanych
na ACCENT-200 (y) i na COBAS INTEGRA 400 (x)
z uzyciem 63 prébek surowicy, dato nastgpujace wyniki:

y =1,1032 x - 0,0409 mg/dl;

R=0,999 (R — wspétczynnik korelacji)

Poréwnanie wynikéw oznaczefn kreatyniny wykonanych
na ACCENT MC240 (y) i na BS-400 (x)
z uzyciem 59 prébek surowicy, dato nastgpujace wyniki:

y =0,9856 x - 0,0035 mg/dl;

R =0,999 (R — wspdtczynnik korelacji)

Poréwnanie wynikéw oznaczen kreatyniny wykonanych
na ACCENT MC240 (y) i na BS-400 (x)
z uzyciem 32 prébek moczu, dato nastgpujace wyniki:

y =0,9768 x + 1,0125 mg/dl;

R =1,000 (R — wspdtczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowacé zgodnie z obowiazujacymi przepisami.
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ACCENT-200 CREATININE

Cat. No 7-233 (EN)

INTENDED USE

Diagnostic kit for determination of creatinine concentration
intended to use in automatic analysers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120, ACCENT 400
and ACCENT Neo200.

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

Creatinine is a product of creatine nonenzymatic dehydration
in skeletal muscle. The amount of creatinine generated
and excreted by kidney is proportional to muscle mass
and usually is higher in men than women. Daily creatinine
generation remains fairly constant, with the exception
of crushing injury or degenerative diseases that cause massive
damage to muscle. Creatinine blood and urine level depends
on glomelural filtration so creatinine clearance is excellent
index of renal function.

METHOD PRINCIPLE

Modificated Jaffe’s method, without deproteinization.
In alkaline solution picrate reacts with creatinine to form
a yellow-red 2,4,6-trinitrocyclohexadienate. The colour
intensity is proportional to the creatinine concentration.

REAGENTS

Package

1-REAGENT 4x 15ml
2-REAGENT 2x7.5ml

The reagents, stored at 15-25°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 4 weeks (ACCENT-200)
or 6 weeks (ACCENT MC240, ACCENT S120).

Concentrations in the test

sodium hydroxide <450 mmol/l
carbonate buffer < 150 mmol/l
picric acid < 38.8 mmol/l

Warnings and notes

= Protect from direct sunlight and avoid contamination!

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

= |-REAGENT and 2-REAGENT meeting the criteria
for classification in accordance with Regulation (EC)
No 1272/2008.

Ingredients:

1-REAGENT contains sodium hydroxide.

2-REAGENT contains picric acid.

ACCENT-200 CREATININE

Danger
H314 Causes severe skin burns and eye damage.
P280 Wear protective gloves, protective
.\E ?_eﬁ clothing, eye protection or face protection.

P305+P351 +P338 IF IN EYES: Rinse
cautiously with water for several minutes.
Remove contact lenses, if present and easy to do. Continue
rinsing.
P310 Immediately call a POISON CENTER or doctor.

SPECIMEN

Serum, EDTA or heparinized plasma free from hemolysis,
24-hours urine collected without preservatives.’

Urine preparation: Before analysis urine sample should
be diluted 100-fold with 0.9% NaCl and the results multiplied
by 100. Mix well probes before measurement.

Specimen can be stored up to 7 days at 2-8°C. For longer
storage samples should be frozen at -20°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 II GEN, ACCENT-220S and BS-120 there is
a probability of cross-contamination affecting the tests results
CREATININE - BIL TOTAL II GEN, CREATININE - BIL
DIRECT III GEN, CREATININE - CHOL, CREATININE -
MICROALBUMIN, CREATININE - UA / UA PLUS, URINE
PROTEINS II GEN - CREATININE, CK - CREATININE,
CK-MB - CREATININE. To avoid this effect follow
the recommendations contained in the instruction
51_03_24_001_ACCENT-200_CARRYOVER.

REFERENCE VALUES’
serum / pl mg/dl pmol/l
female 0.6-1.1 53-97
male 07-13 62115
24-hours urine mg/kg/24h umol/kg/24h
female 11-20 97 -177
male 14 - 26 124 - 230

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 with 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, 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.
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The calibration curve should be prepared every week
(ACCENT-200) or 6 weeks (ACCENT MC240, ACCENT
S120), 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 automatic
analysers ACCENT-200 and ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

= Sensitivity
0.32 mg/dl (28.3 pmol/l) - ACCENT-200
0.8 mg/dl (70.7 umol/l) - ACCENT MC240

= Linearity
up to 20 mg/dl (1768 pmol/l) - ACCENT-200
up to 37 mg/dl (3271 pmol/l) - 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 2.5 g/dl, triglycerides up to 500 mg/dl,
ascorbate up to 62 mg/l and bilirubin up to 20 mg/dl
do not interfere with the test.

= Precision

Repeatability Mean SD (6)%

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 0.88 0.06 | 6.65
n=20 level 2 3.48 0.08 |2.33
ACCENT MC240 level 1 1.75 0.02 1.28
n=20 level 2 4.58 0.03 | 0.63
Reproducibility Mean SD (6)%

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 1.44 0.07 | 4.86
n=80 level 2 3.92 0.16 | 4.00
ACCENT MC240 level 1 1.5 0.04 2.7
n=80 level 2 43 0.10 2.3

=  Method comparison

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

y =1.1032 x - 0.0409 mg/dl;

R =0.999 (R — correlation coefficient)

A comparison between creatinine values determined
at ACCENT MC240 (y) and at BS-400 (x) using 59 serum
samples gave following results:

y =0.9856 x - 0.0035 mg/dl;

R =0.999 (R — correlation coefficient)

A comparison between creatinine values determined
at ACCENT MC240 (y) and at BS-400 (x) using 32 urine
samples gave following results:

y =0.9768 x + 1.0125 mg/dl;

R =1.000 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 CREATININE

51.03_03_028_04
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ACCENT-200 CREATININE

Kar.Ne 7-233 (RUS)

MNPEANOJATAEMOE UCIIOJIb30OBAHUE
JlnarHocTHYECKU Ha0Op Ui ONpeseseH s KOHIEHTPaIlHK
KpeaTHHHHA, npeaHa3sHaYeH ULt HCHOJIB30BaHHS
Ha  aBTOMATUYECKHX  OHMOXMMHYECKHX  aHAJIM3aToOpax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320, BS-120,
ACCENT 400 u ACCENT Neo200.

PeareHTbI TOMKHBI UCHIOJIB30BATHCS TOIBKO JUISL AMATHOCTHKH
in vitro, KBanMUIMPOBAHHBIM J1A0OPATOPHBIM IIEPCOHATIOM,
B LemiX, A1 KOTOPBIX ~ OHM  MpeIHAa3HAYEeHBI,
B COOTBETCTBYIOIIHX JIA00PATOPHBIX YCIOBHSX.

BBEJIEHUE

KpeatnnuH  sBisetcs  NpOAYKTOM — He(epMEHTaTUBHOM
JeTHIpaTaliy KpeaTHHa B CKENeTHbIX Mblmiax. Koandectso
KpEeaTHHUHA TEHEpUPYEMOE, U  BBIICIAEMOE IOYKAMH,
MPOMOPLUHOHAIBLHO MBIIIEYHOW Macce M, OOBIYHO BBHIIIE
y My’K4MH, 4eM y skeHIIuH. CyTo4yHOE BhIIe/ICHHE KpeaTHHUHA
- OTHOCHTEIFHO IOCTOSIHHAs BEIMYMHA, 33 HCKIIOYCHHEM
TSOKENBIX PAHCHW, WM JCTeHEpaTHBHBIX 3a00JeBaHUiA,
KOTOpPBIC BBI3BIBAIOT MACCHUBHOC TIOBPEKACHUE MBIIIII.
YpoBeHbp KpeaTHHHHa B KPOBHU H  MOY€  3aBHCUT
OT KiIy0O4KOBOW (hHUIBTPALIHH, NTOITOMY KPEATHHHH CITY>KHT
MPEKPACHBIM HMHAUKATOPOM (hyHKI[MOHAIBHOTO COCTOSHHS
MOYEeK.

NPUHIAI METOJA

Moandukauns wmetoma Sbde Oe3 aenporenHm3anuu.
B pesynbrarte peakuny NUKPATOB ¢ KPEATHHUHOM B LIETOYHON
cpene obpasyercst MIPOU3BOIHAS 2,4,6-
TPUHUTPOLMKIOT€KCOAMECHA JKEITO-KPacHOTr o uBETA.
VIHTeHCHBHOCTh ~ OKPacKH  IIPSMO  HPOIOPIMOHAIbHA
KOHIICHTPAIlMU KpeaTHHUHA.

PEATEHTBI

CocraB Ha0opa

1-REAGENT 4x 15 mn
2-REAGENT 2x7,5Mn

IIpu  temmeparype  15-25°C,  peareHThl  COXPaHSIOT
CTaOUIBHOCTH B TEYEHHE BCEI'O CPOKA TOHOCTH, yKa3aHHOTO Ha
ymakoBke.  CrabmibHOCTH ~ Ha ~ OOpTy  aHamu3atopa
npu 2-10°C cocrasnuser 4 venens (ACCENT-200) win 6 Henens
(ACCENT MC240, ACCENTS120).

KoHueHTpanuu KOMIIOHEHTOB B peareHTax
THAPOKCH/L HATPHUSI

Oydep kapOoHaTHBII

KHUCJIOTA MAKPUHOBAs

<450 mmouts/n
< 150 mmouts/n
< 38,8 MmMoIB/1

Ilpenynpesxxaenusi 4 npuMeYaHus

=  Bammmars ot Jy4deil cBera ¥ n3derath KOHTAaMHUHAINH!

* BHuMaTenpHO mHpoyMTaiiTe macmopT — 6e30macHOCTH
XuMHudeckoit npoaykiuu (MSDS), KoTopbli comepxuT
noapoOHy0 uHMOpManMIO O NpaBuiIax 0e30macHoro
XpaHEHUs U UCIIOJIb30BAHU TOBapa.

ACCENT-200 CREATININE

= 1-REAGENT u 2-REAGENT c00TBETCTBYIOT KPUTEPUIM
Kkiraccudukauu  coriacHo — noctanoBnenuio  (EC)
Ne 1272/2008.
HHrpeaueHTer:
1-REAGENT coaepuT ruipoKCcuI HaTpus
2-REAGENT coziepskUT MUKPUHOBON KHUCIIOTHI
Onacnocth
H314 Bei3biBaeT cepbé3Hble 0XOTM  KOXKHU
U TIOBPEXKACHUA I'1a3.
P280 ITonb30BaThCS 3ALUTHBIME MEPYATKAMH,
3AIIUTHOM OJIEKI0M, CPEICTBAMU 3aILlUTHI I1a3
WJIM JTULIA.
P305 + P351 + P338 Ilpu momajganun B riaza: OCTOPOXHO
TIPOMBITH TIJ1a3a BO[[Of/i B TCUYCHUEC HECKOJIbKUX MHUHYT. CuaTh
KOHTaKTHBIC JIMH3BI, €CJIM Bbl IOJB3YETECh MMH M €CIH 3TO
JICTKO caeiaTh. HpOZ[OJ'DKl/ITB TIPOMBIBAaHUE IJ1a3.
P310 HememieHHO 0OpaTUThCSI B TOKCHKOJIOTMYECKHI LEHTP
WM K Bpauvy.

BUOJOTMYECKUA MATEPHAJT

CeiBopotka, OJITA wmiM remapuHM3MpOBaHHas —IUIa3Ma
6e3 CIe/I0B reMoITu3a, CyTOuHas Moda 6e3 KOHCepBaHTOB.”
TloaroToBka Mo4H: IPOOBI MOYH MEPE]] AHATM30M HEOOXOJUMO
crokpatHo paszeectd 0,9% pactopom NaCl, a pe3yibrarsl
ymHoxuTh Ha 100. Ilepen m3mepenueM mpoObl HEOOXOIUMO
TIIATETHHO MepeMeNIaTh.

TIpo6s1 MoryT XpaHuThesi 10 7 cytok mpu 2-8°C. st Goiee
JUINTEIBHOTO ~ XPaHEHWs MpOOBI  CleayeT  3aMOPO3UThH
mpu -20°C.

Tem He MeHee, PeKOMEHIYETCsl MPOM3BOAUTL HCCIICAOBAHUS
Ha CBEKEB3ATOM OHOJIOTHYECKOM MaTepuae!

MPOLIEAYPA ONPEJAEJIEHUS

1-REAGENT u 2-REAGENT roToBbI K HCIIOJIb30BaHHIO.

B kauectBe OnaHK-peareHTa PEKOMEHIYETCS HCIIOJIb30BaTh
JIEMOHHU30BAHHYIO BOJY.

Heo0xoumble aeiicTBus:

Ipu Bemonnennn ananu3oB Ha ananuzatopax: ACCENT-200,
ACCENT-200 IT GEN, ACCENT-220S u BS-120 B03MOXHO
HCKa)KeHHE pe3yibTaToB AHAIIM30B, BBI3BAHHOE
HnepeKpecTHbIM 3arpsisHeHHeM MEKIY peareHTamu:
CREATININE - BIL TOTAL II GEN, CREATININE - BIL
DIRECT III GEN, CREATININE - CHOL, CREATININE -
MICROALBUMIN, CREATININE - UA / UA PLUS, URINE
PROTEINS II GEN - CREATININE, CK - CREATININE,
CK-MB - CREATININE. Yto6s! u36exats 31oro 3¢ dekra,
clelyiiTe PEeKOMEHAALUSAM, COACP)KAIMMCS B HHCTPYKIIMH
51_03_24_001_ACCENT-200_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI ?

CbIBOPOTKA / I1a3Ma Mr/mn MKMOJIB/JT
JKEHIIMHEI 0,6-1,1 53-97
MYIKYHHBI 07-13 62115
CYTOYHAsi MOYa MI/Kr/cyT MKMOJIB/KT/CYT
JKEHILMHBI 11-20 97 - 177
MY)KYHHBI 14-26 124 - 230

Kaxnoit maGoparopun pexkoMeHayercs pa3paboraTth CBOU
COOCTBEHHBIE HOPMBI, XapakTepHble Il  00CIeIyeMoro
KOHTHHI'CHTA.
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KOHTPOJIb KAYECTBA

Jlnst BHYTpPEHHEro KOHTPOJIS Ka4yecTBa, A KaKIOW cepuu
U3MepeHui, pekoMeHayercs ucnons3oBate: CORMAY
SERUM HN (Kar. Ne 5-172) u CORMAY
SERUM HP (Kar. Ne 5-173) -nipu nccie1oBaHUU ChIBOPOTKH;
CORMAY URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
u LEVEL 2 (Kar. Ne 5-162) - npu uccieqoBaHHHM MOYH.
Jlns kanuOpoBku aBromMatndeckux ananuzaropoB: ACCENT-
200, ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, BS-120 pexomenayercs
ucnonb3oath CORMAY MULTICALIBRATOR LEVEL 1
(Kat.Ne 5-174, 5-176) n LEVEL 2 (Kat.Ne 5-175, 5-177).
KanuOpoBo4HyI0 KpPHBYIO CIEAyeT COCTaBIATh KaXIYyIO
uenenio (ACCENT 200) wmn 6 uegens (ACCENT MC240,
ACCENT S120), npu kak10ii CMEHe JI0Ta peareHTa 1 B cydae
HEOOXOMMMOCTH, HAIp., €CIHM pPe3yJbTaThl OIpPEACICHHUS
KOHTPOJIGHBIX CBIBODOTOK HE MONAJalT B pedepeHTHBII
JIHarna3oH.

XAPAKTEPUCTHUKH ONIPEJEJEHUST

OTH MeTpOJIOTUYecKHe XapaKTePHCTHKH ObIIM  IIONYYEHBI
npu HCIIOJIb30BAHUM ABTOMATUYCCKUX AHAJIU3aTOPOB:
ACCENT-200 1 ACCENT MC240. Pe3ynbTaTsl, MOJIy4eHHbIE
Ha JIPyTHX aHATN3aTOPaX M BPYYHYI0, MOTYT OTIMYaThCSL.

=  YyBCTBHTEJIBHOCTH
0,32 mr/m (28,3 mxmons/m) — ACCENT-200
0,8 mr/mn (70,7 mxmomns/m) — ACCENT MC240

= JluHeiiHOCTH
110 20 mr/mwt (1768 mxmons/i) - ACCENT-200
110 37 mr/m (3271 mxmons/) — ACCENT MC240

B ciyuae Gosee BBICOKMX KOHIEHTpAIMii, mpoOy creayer
pazbaButs 0,9% pactBopom NaCl, noBTopuTh OmpeneneHue,
a TONYYeHHBI pe3yabTaT MOMHOXUTH Ha KOd(GQuUIMeHT
pasBeeHus.

= Crnemupuunocts / UHTepdepeHuun

Temornobun mo 2,5 r/mn, tpuriauuepuasl xo 500 mr/mi,
ackopbar 110 62 Mr/n u oumupy6oun 1o 20 MI/mul He BIUSIOT
Ha Pe3yJIbTaThl ONPEICICHUI.

=  TouHocTh

TloBTOpsieMocTh Cpennee SD Ccv

(MEXIy CepusiMH) [mr/mt] [mr/mn] | [%]
ACCENT-200 yposeHs 1 0,88 0,06 6,65
n=20 YPOBEHb 2 3,48 0,08 2,33
ACCENT MC240 | yposens 1 1,75 0,02 1,28
n=20 YpOBEHb 2 4,58 0,03 0,63
BocnponssoaumocTs Cpennee SD CvV

(130 JHS B JIEHB) [mr/mn] [mr/mn] | [%]
ACCENT-200 yposeHs 1 1,44 0,07 4,86
n=80 YpOBEHb 2 3,92 0,16 4,00
ACCENT MC240 | yposens 1 1.5 0,04 2,7
n=80 YpOBeHb 2 43 0,10 23

= CpaBHeHHe MeTO/12

CpaBHeHHE  pe3yJbTaToB  ONPEJACICHHS  KpeaTHHHWHA
nonyuenHsix Ha aHanmu3atope ACCENT-200 (y) u nra COBAS
INTEGRA 400 (x) c¢ wucnois3oBanueM 63 00pa3uos
CBIBOPOTKA AAJ0 CIAEAYIOUINE Pe3yIbTaThl:

y =1,1032 x - 0,0409 mr/m;

R =0,999 (R — ko3 durmenT xoppersmm)

ACCENT-200 CREATININE

CpaBHenue pe3yJIbTaToOB OIpeNEIeHNs KpeaTHHUHA
nonyuyenHslx Ha aHamuzatope ACCENT MC240 (y)
u Ha BS- 400 (x) ¢ nucronb3oBanuem 59 00pa3LOB CHIBOPOTKA
JIaJIo CIIeYIOIIHE Pe3yIbTaThl:

y=0,9856 x — 0,0035 mr/m;

R=0,999 (R — xoapdument xoppensimm)

CpaBHeHue pe3yIbTaToB OnpeAeneHust KpeaTHHHHA
nonyuyeHHslx Ha aHamuzatope ACCENT MC240 (y)
u Ha BS-400 (x) c HCTIOJIb30BAHUEM
32 06pa3snoB MOYH JIaN0 CIEAYIOIINE PE3yIbTaThl:

y =0,9768 x + 1,0125 mr/m;

R =1,000 (R — ko3 QdpuimenT xoppensimm)

YTHJIHA3ALUSA OTXOA0B
B cooTBeTCTBHY C JIOKAJIBHBIMU T‘PeGOBaHI/IHMI/I.
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ACCENT-200 CREATININE

PROGRAM NA ANALIZATOR / APPLICATION for / ATJANITAIMSA nasi:

¢ ACCENT-200 ¢ ACCENT-220S
Parameters Parameters
Test Name CREA R1 200 Test CREA R1 200
Test No 8 R2 50 No 8 R2 50
Full Name Creatinine Sample Volume 25 Full Name Creatinine Sample Volume 25
Reference No | 8 R1 Blank Standard No |8 R1 Blank
Analy. Type | Fixed Time Mixed Reag. Blank Reac. Type Fixed-time Mixed Rtg. Blank
Pri. Wave. 510 nm Concentration 0.32 |20 Pri. Wave. 510 nm Linearity Range 0.72 |30
Secon. Wave. | 670 nm Linearity Limit 0.2 Sec. Wave. 670 nm Linearity Limit
Trend Ascending Substrate Limit Direction Increase Substrate Limit
Reac. Time 1 ‘ 4 Factor Reac. Time 2 | 5 Factor
Incuba. Time |3 |:| Prozone check Incuba. Time |5 |:| Prozone check
Unit mg/dl Unit mg/dl
Precision 0.01 ql I:l q2 I:l q3 I:l q4 I:l Precision 0.01 ql I:l q2 I:l q3 l:l q4 l:l

PC | | Abs]| | PC | | Abs]| |
Calibration Rule
Rule Two-Point Linear Calibration Rule
Sensitivity 1 Rule Two-point Linear
Replicates 3 Sensitivity 1
Interval (day) 7 Replicates 3
Difference Limit | 0 Interval (day) 7
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

¢ ACCENT-200 II GEN «  BS-120
Parameters Parameters
Test Name CREA R1 200 Test CREA RI1 200
Test No 8 R2 50 No 3 R2 50
Full Name Creatinine Sample Volume 25 Full Name Creatinine Sample Volume 25
Reference No | 8 R1 Blank Standard No |8 R1 Blank
Ar}alyA Type | Fixed Time Mixed Reag Blank Reac. Type Fixed time Mixed Rtg. Blank
Pri. Wave. 510 nm Cpncevlral{onA 0.32 120 Pri. Wave. 510 nm Linearity Range
Secon. Wave. | 670 nm Linearity Limit 0.2 Sec. Wave. 670 nm Linearity Limit
Trend Ascending Substrate Limit Direction Increase Substrate Limit
Reac. Time  [1 [4 Factor Reac. Time 1[4 Factor
Incuba. Time | 4 [] Prozone check Incuba. Time |16 [ ] Prozone check
Unit mg/dl Unit mg/dl
Precision 0.01 at [ Ja2 [Ja3[ Jaet[] Precision 0.01 a e [Ja3 [ et []

PC | | Abs| | PC | | Abs] |
Calibration Rule Calibration Rule
Rule Two-Point Linear Rule Two-point Linear
Sensitivity 1 Sensitivity 1
Replicates 3 Replicates 3
Interval (day) 7 Interval (day)
Difference Limit | 0 Difference Limit | 0
SD 0 SD 0
Blank Response [0 [50000 Blank Response | 0| 50000
Error Limit 0 Error Limit 0
Coefficient 0 Coefficient 0
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* ACCENT 8120

Chem [ CREA ] No.[_008 ] Sample Type [ SERUM
Chemistry [ CREATININE | Print name [ CREA
Reaction Type [ Fixed-time | Reaction Direction

Pri Wave [ 510nm ] Sec Wave
Unit [me/dl ] Decimal
Incubation Time
Blank Time [ -3 | [t | Reaction Time

Standard Sdm32(1)€ Vol . Aspirated o Diluent . . Re;i)e(;n VulIJL
Decreased [ 30 JuL [ 20 JuL | 180 ] uL R2 ulL
Increased [ JuL | JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 0.73 | ‘ 35 | Linearity Limit | |
Linearity Range (Decreased) ‘ | ‘ | Substrate Depletion | |
Linearity Range (Increased) \ | I Mixed Blank Abs [ 400001 [40000 ]
R1Blank Abs [ -40000 | | 40000 I On-board Stability [ | Dav(s)
Blank Response | -40000 | [ 40000 ] Reagent Alarm Limit [ ]
Twin Chemistry | ] :l Enzyme Linear Extension
I:’ Prozone Check
oo 1 o [T wvi [ JCJo 1 o« 1 v ][]
os L1 o [T v [ JL Jeal __Jpr2 [] L 11
[ Sample Pretreatment [T control Pretr [ calibrator Pretreatment
[ ] Pretreat Sample Vol :l ul Pretreat Sample Vol :l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear ] I:l Bottle Changed
Factor :l Replicates I:l Lot Changed
[ calTime
ACCEPTANCE LIMITS
Cal Time :l Hour
Slove Diff  [_] sp [
Sensitivity  [___] Repeatability [ 40000
Deter Coeff :l
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* ACCENT MC240

:l Sample Pretreatment
\ |

:l Control Pretreatment

Chem [ CREA ] No.[ 008 ] Sample Type [ SERUM
Chemistry [ CREATININE | Print name [ CREA
Reaction Type | Fixed-time ] Reaction Direction
Pri Wave [ 505nm | Sec Wave
Unit [ me/di | Decimal
Incubation Time [ 21
Blank Time [ -3 J [-1 J Reaction Time | 2 5
Sample Vol Aspirated Diluent Reagent Vol
Standard 25 uL uL uL R1 uL
Decreased | 25 JuL [ 20 Ju [_180 ] uL R2 uL
Increased | JuL | JuL | | uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 0.8 ‘ ‘ 37 ‘ Linearity Limit | |
Linearity Range (Decreased) ‘ ‘ ‘ ‘ Substrate Depletion | |
Linearity Range (Increased) \ ] ] Mixed Blank Abs 35000 ] [—35000_]
Rl Blank Abs [ 35000 | | 35000 I On-board Stability ] Dav(s)
Blank Response [ -35000 | | 35000 \ Reagent Alarm Limit [ ]
Twin Chemistry | ] :l Enzyme Linear Extension
I:l Prozone Check
oo 1 o2 [T vi [ o3| | o4 [ | v2 | | 1
os 1 o6 [ v3 [ [1epal | pc2 | | I | ]

:l Calibrator Pretreatment

Pretreat Sample Vol :l uL

Pretreat Sample Vol :l ul

CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear ] I:l Bottle Changed
Factor 1 Replicates [ ]LotChanged
[ calTime
ACCEPTANCE LIMITS
Cal Time :l Hour
Slove Diff ] so 1
Sensitivity :l Repeatability
Deter Coeff :l
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* ACCENT M320

Chem [ CREA ] No.[_008 ] Sample Type [ SERUM
Chemistry [ CREATININE | Print name [ CREA
Reaction Type [Fixed-time | Reaction Direction

Pri Wave [ 505nm | Sec Wave
Unit [me/dl ] Decimal
Incubation Time
Blank Time [ -3 | [t | Reaction Time

Standard lﬂ% uL lﬁmmd—l uL !M| uL Rl 01uL
Decreased | 25 JuL [ 20 Ju. [ 180 ] uL R2 uL
Increased [ JuL [ JuL | ] uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 0.8 | ‘ 37 | Linearity Limit | |
Linearity Range (Decreased) ‘ | ‘ | Substrate Depletion | |
Linearity Range (Increased) \ | | Mixed Blank Abs [___-35000 | [35000 ]
R1BlankAbs [ 35000 | | 35000 | On-board Stabilit [ | Dav(s)
Blank Response [ -35000 ] | 35000 ] Reagent Alarm Limit [ ]
Twin Chemistry | ] :l Enzyme Linear Extension
I:I Prozone Check
oo 1 o [T wvi [ JCJo 1 o« 1 v ][]
os L1 o [ 71 v [ JLC Jreal7Jpre2 [] 11
:l Sample Pretreatment [T Control Pretr [ Calibrator Pretreatment
[ ] Pretreat Sample Vol :l ul Pretreat Sample Vol :l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear ] I:l Bottle Changed
Factor :l Replicates I:l Lot Changed
[ calTime

ACCEPTANCE LIMITS
Cal Time :l Hour
Slove Diff ] so 1
Sensitivity :l Repeatability
Deter Coeff :l

ACCENT-200 CREATININE
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