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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania st¢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 Ne0200.

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  migéniach
szkieletowych nieenzymatycznej dehydratacji kreatyny. Ilo$¢
powstajacej 1 wydalanej przez nerki kreatyniny jest
proporcjonalna do masy migéniowej i zazwyczaj jest wyzsza
u mezczyzn niz u kobiet. Dzienna produkcja kreatyniny
utrzymuje si¢ na niemal statym poziomie, z wyjatkiem rozlegltego
uszkodzenia mig$ni w wyniku wypadku lub choroby
degeneracyjnej migéni. Poziom kreatyniny we krwi i w moczu
zalezy od filtracji kigbuszkowej, wobec czego klirens kreatyniny
jest doskonatym wskaznikiem funkcji nerek.

ZASADA METODY
Metoda enzymatyczna, kolorymetryczna.

kreatynina + H2O kreatyninazg, kreatyna

kreatyna + H;0 KI€atynazay,  sarkozyna + mocznik

sarkozyna + Oz + H,0 ©ksydaza sarkozynowa oficyna +HCHO + H20:
Ha0: + ESPMT +4-AA  Peroksyvdaza,  pinonoimina + 4 H.0

Intensywno$¢ zabarwienia mierzona przy 546 nm jest wprost
proporcjonalna do stgzenia kreatyniny.

ODCZYNNIKI

Sklad zestawu

1-Reagent 2x 28 ml
2-Reagent 2x 10 ml

Ilosci testow

ACCENT-200 270
ACCENT-200 II GEN 270
ACCENT-2208 270
ACCENT S120 400
ACCENT MC240 400
ACCENT M320 400
BS-120 200

Odczynniki przechowywane w temp. 2-8°C zachowuja trwato§¢
do daty waznosci podanej na opakowaniu.

Odczynniki przechowywane na poktadzie aparatu w 2-10°C sa
stabilne przez 12 tygodni (ACCENT-200, ACCENT S120,
ACCENT M320).
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Stezenia skladnikéw w zestawie

1-Reagent

bufor Good’a <5%
kreatynaza <5%
N-etylo-N-(3-sulfopropylo)-3-metyloanilina <59
(ESPMT) =
oksydaza sarkozynowa <0.01%
oksydaza askorbinianowa <1%
detergenty, stabilizatory i konserwanty

2-Reagent

bufor Good’a <5%
kreatyninaza <1%
peroksydaza <5%
4-aminoantypiryna (4-AA) <0.01%

stabilizatory i konserwanty

Ostrzezenia i uwagi

= Chroni¢c przed bezposrednim S$wiatlem stonecznym
1 zanieczyszczeniem!

= Nalezy zapozna¢ si¢ z Karta Charakterystyki (MSDS), ktora
zawiera  szczegOlowe  informacje  dotyczace  zasad
bezpiecznego przechowywania i stosowania wyrobu.

MATERIAL BIOLOGICZNY

Surowica, mocz.

Przygotowanie moczu: Probk¢ moczu przed analiza nalezy
rozcienczy¢ 0,9% NaCl 2-10 krotnie. Wynik oznaczenia
pomnozy¢ przez wspotczynnik rozcienczenia

Surowica moze by¢ przechowywana | dzien w temp. 2-8°C.
W celu przechowania probek przez dtuzszy okres czasu nalezy je
zamrozi¢ w -20°C.

Mocz moze by¢ przechowywany 1 dzien w temp. 20-25°C, 4 dni
w temp. 2-8°C. W celu przechowania probek przez dtuzszy okres
czasu nalezy je zamrozi¢ w -20°C.

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

WYKONANIE OZNACZENIA

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

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

Wymagane dzialania:

= ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
BS-120: W  przypadku = wykonywania  oznaczef
na analizatorach, moze wystapi¢, wplywajacy na wyniki
oznaczen, efekt przeniesienia pomigdzy odczynnikami:
CREA ENZYMATIC - URINE PROTEINS, URINE
PROTEINS — CREA ENZYMATIC. W celu uniknigcia
tego efektu nalezy zastosowaé si¢ do zalecen zawartych
w instrukeji: 51_03_24 001_ACCENT-200_
CARRYOVER.

= ACCENT S120: W przypadku wykonywania oznaczef
na analizatorach moze wystapi¢, wplywajacy na wyniki
oznaczen, efekt przeniesienia pomig¢dzy odczynnikami:
CK-MB - CREA ENZYMATIC, CK - CREA
ENZYMATIC, CREA ENZYMATIC - URINE
PROTEINS. W celu uniknigcia tego efektu nalezy
zastosowa¢ si¢ do zalecen zawartych w instrukcji:
51 03 24 005 ACCENT S120 CARRYOVER.
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= ACCENT MC240, ACCENT M320: W przypadku
wykonywania oznaczefi na analizatorach moze wystapic,
wplywajacy na wyniki oznaczen, efekt przeniesienia
pomiedzy odczynnikami: CREA ENZYMATIC — URINE
PROTEINS. W celu uniknigcia tego efektu nalezy
zastosowa¢ si¢ do zalecen zawartych w instrukcji:
51_03_24_006_ACCENT_MC240_M320_CARRYOVER.

WARTOSCI PRAWIDLOWE >3

surowica / osocze mg/dl pmol/l

noworodki 03-1,0 26,5 - 88,4
niemowleta 0,2-0,4 17,7-354
dzieci 0,2-0,8 17,7-710,7
kobiety 0,5-1,0 44,2 - 88,4
mezezyzni 0,7-1,2 61,9 -106,1
mocz poranny mg/dl mmol/l

kobiety 29 -226 2,56 —20,0
mezezyzni 40 —-278 3,54 -24,6

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

KONTROLA JAKOSCI

W celu wewngetrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dotaczaé nastepujace 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 analizatorow automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S ACCENT S120,
ACCENT MC240, ACCENT M320, nalezy stosowa¢é CORMAY
MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174; 5-176)
i LEVEL 2 (Nr kat. 5-175; 5-177). Jako kalibratora 0 nalezy
uzywac¢ wody dejonizowane;.

Do kalibracji analizatora automatycznego BS-120, nalezy
stosowa¢ CORMAY MULTICALIBRATOR LEVEL 1
(Nr kat. 5-174; 5-176) i/lub LEVEL 2 (Nr kat. 5-175; 5-177).
Jako kalibratora 0 nalezy uzywa¢ wody dejonizowane;j.

Krzywa kalibracyjna powinna by¢ sporzadzana co 12 tygodni
(ACCENT-200, ACCENT S120, ACCENT M320), 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 analizatorow
automatycznych: ~ ACCENT-200 i ACCENT  MC240.
IW  przypadku przeprowadzenia oznaczenia na innym
analizatorze lub manualnie otrzymane wyniki moga roznic¢ si¢ od
podanych.

= Czulo$¢
0,08 mg/dl (7,1 pmol/l) - ACCENT-200

= LOQ

0,05 mg/dl (4,4 pmol/l) - ACCENT MC240

=  Liniowos$¢

do 25,3 mg/dl (2237 pmol/l) - ACCENT-200

do 32 mg/dl (2828,8 umol/l) - ACCENT MC240
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=  Specyficznos$¢ / Interferencje

Hemoglobina do 5 g/dl, kwas askorbinowy do 62 mg/l, bilirubina
do 20 mg/dl, triglicerydy do 1000 mg/dl, kreatyna do 20 mg/dl
W surowicy i w moczu nie wptywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalno$é Srednia SD CcvV

(run to run) [mg/dl] | [mg/dl] | [%]

u poziom 1 1,25 0,01 0,85
ACCENT-200n=20 | | iom2 | 7.45 0,04 | 0,55
ACCENT MC240 poziom 1 1,63 0,01 0,66
n=20 poziom 2 5,09 0,03 0,60
Odtwarzalnosé Srednia SD CcvV

(day to day) [mg/dl] | [mg/dl] | [%]

u poziom 1 1,24 0,11 8,44
ACCENT-200n=80 | /' iom2 | 7.35 0,61 | 830
ACCENT MC240 poziom 1 1,6 0,03 1,7
n=80 poziom 2 5,0 0,08 1,5

=  Poréwnanie metody

Poréwnanie wynikdw oznaczen kreatyniny wykonanych
na ACCENT-200 (y) i na OLYMPUS AU 400 (x) z uzyciem
26 probek surowicy, dato nastepujace wyniki:

y=1,027x - 0,0101 mg/dl;

R =0,999 (R — wspétezynnik korelacji)

Poréwnanie wynikow oznaczen kreatyniny wykonanych
na ACCENT MC240 (y) i na BECKMAN COULTER AU680
(x) z uzyciem 58 probek surowicy, dato nastgpujace wyniki:
y=0,9641 x + 0,018 mg/dl;

R =1,000 (R — wspotezynnik korelacji)

Poréwnanie wynikdw oznaczen kreatyniny wykonanych
na ACCENT MC240 (y) i na BS-800 (x) z uzyciem 60 probek
moczu, dato nastgpujace wyniki:

y=1,0109 x - 0,0804 mg/dl;

R =1,000 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z obowiazujacymi przepisami.
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INTENDED USE

Diagnostic kit for determination of creatinine concentration
intended to use in automatic analysers: ACCENT-200,
ACCENT-200 II GEN, 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
Enzymatic, colorimetric method.

creatinine + HoQ SrealinINase o creatine

creatine + H0 Creatinase | arcosine + urca
sarcosine + 02 + H20 w glycine +HCHO + H202
2H,0: + ESPMT + 4-AA PeroXidase, quinoneimine dye + 4H;0

The colour intensity measured at 546 nm is proportional
to the creatinine concentration.

REAGENTS

Package

1-Reagent 2x 28 ml
2-Reagent 2x 10 ml

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 8 weeks (ACCENT-200, ACCENT S120,
ACCENT M320).

Components and concentrations

1-Reagent
Good’s buffer <5%
creatinase <5%
N-ethyl-N-(3-sulfopropyl)-3-methylaniline

<5%
(ESPMT) -
sarcosine oxidase <0.01%
ascorbate oxidase <1%

detergents, stabilizers and preservatives

ACCENT-200 CREA ENZYMATIC

2-Reagent

Good’s buffer <5%
creatininase <1%
peroxidase <5%
4-ammoantipyrine (4-AA) <0.01%

stabilizers and preservatives

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.

SPECIMEN

Serum and urine.

Urine preparation: before analysis urine sample should be
diluted with 0,9% NaCl 2-10 times. Multiply the result
by dilution factor.

Serum can be stored up to 1 day at 2-8°C. For longer storage
samples should be frozen at -20°C.

Urine can be stored up to 1 day at 20-25°C, 4 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:

= ACCENT-200 (I GEN), ACCENT-220S, BS-120:
When performing assays in the analyzers, there is
a probability of cross-contamination affecting the tests
results: CREA ENZYMATIC — URINE PROTEINS,
URINE PROTEINS — CREA ENZYMATIC. To avoid
this effect follow the recommendations contained
in the instruction 51 03 24 001 ACCENT-200
CARRYOVER.

= ACCENT  S120: When  performing  assays
in the analyzers, there is a probability of cross-
contamination affecting the tests results: CK-MB -
CREA ENZYMATIC, CK — CREA ENZYMATIC,
CREA ENZYMATIC — URINE PROTEINS. To avoid
this effect follow the recommendations contained
in the instruction: 51 03 24 005 _ACCENT _S120_
CARRYOVER.

= ACCENT MC240, ACCENT M320: When performing
assays in the analyzers, there is a probability of cross-
contamination affecting the tests results: CK-MB -
CREA ENZYMATIC, CK — CREA ENZYMATIC,
CREA ENZYMATIC — URINE PROTEINS. To avoid
this effect follow the recommendations contained
in the instruction 51_03_24 006_ACCENT_MC240_
M320_CARRYOVER.
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REFERENCE VALUES %3

= Precision

serum / plasma mg/dl pmol/l Repeatability Mean SD Ccv
newborns 03-1.0 26.5-88.4 (run to run) [mg/dl] | [mg/dl] | [%]
infants 02-04 17.7-354 ACCENT-200 level 1 1.25 0.01 0.85
children 0.2-0.8 17.7-170.7 n=20 level 2 7.45 0.04 0.55
female 0.5-1.0 44.2 -88.4 ACCENT MC240 | level 1 1.63 0.01 0.66
male 0.7-1.2 61.9—106.1 n=20 level 2 5.09 0.03 0.60
urine (morning) mg/dl mmol/l Reproducibility Mean SD Ccv
female 29 -226 2.56 -20.0 (day to day) [mg/dl] | [mg/dl] | [%]
male 40-278 3.54-24.6 ACCENT-200 level 1 1.24 0.11 8.44
It is recommended for each laboratory to establish its own n=80 level 2 7.35 0.61 8.30
reference ranges for local population. ACCENT MC240 | level 1 1.6 0.03 1.7
n=80 level 2 5.0 0.08 1.5

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)
or 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, 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.

For the calibration of automatic analyser BS-120,
the CORMAY MULTICALIBRATOR LEVEL 1 (Cat. No
5-174; 5-176) and/or LEVEL 2 (Cat. No 5-175; 5-177) is
recommended.  Deionised ~ water should be used
as a calibrator 0.

The calibration curve should be prepared every 12 weeks
(ACCENT-200, ACCENT S120, ACCENT M320),
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
0.08 mg/dl (7.1 pmol/) - ACCENT-200

= LOQ
0.05 mg/dl (4.4 pmol/l) - ACCENT MC240

=  Linearity
up to 25.3 mg/dl (2237 umol/l) - ACCENT-200
up to 32 mg/dl (2828.8 umol/l) - ACCENT MC240

= Specificity / Interferences

Haemoglobin up to 5 g/dl, ascorbic acid up to 62 mg/l,
bilirubin up to 20 mg/dl, triglycerides up to 1000 mg/dl
and creatine up to 20 mg/dl both at serum and urine
do not interfere with the test.

ACCENT-200 CREA ENZYMATIC

=  Method comparison

A comparison between creatinine values determined
at ACCENT-200 (y) and at OLYMPUS AU 400 (x) using
26 samples of serum gave following results:

y=1.027 x - 0.0101 mg/dl;

R=0.999 (R — correlation coefficient)

A comparison between creatinine values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU680 (x) using 58 samples of serum gave following results:
y=0.9641 x +0.018 mg/dl;

R =1.000 (R — correlation coefficient)

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

y=1.0109 x - 0.0804 mg/dl;

R=1.000 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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NPEJINOJIATAEMOE UCIIOJIb30BAHUE
JIMAaTHOCTUYECKUH HA0Op JUIS ONpEENCHUs KOHLEHTPaLun
KpeaTHHHHA, HpeaHa3HauYeH ISt HCIIONb30BaHMUs
Ha aBToMaThdeckux anammszatopax: ACCENT-200, ACCENT-
200 IT GEN, ACCENT-220S, ACCENT S120, ACCENT MC240
ACCENT M320, BS-120, ACCENT 400 u ACCENT Neo0200.
PeareHTBI JIOJKHBI HCIIONB30BATHCA TONBKO JUI JHATHOCTHKH
in vitro, KBalIM(GUIMPOBAHHEIM J1A0OPATOPHBIM  IIEPCOHAIIOM,
B LeJsX, JUIst KOTOPBIX OHHI Tpe/IHa3HAYCHBI,
B COOTBETCTBYIONIHX J1a0OPATOPHBIX YCIOBHSIX.

BBEJIEHHUE

KpearnHun — 310 mpoayKT HedepMEeHTATUBHOW JerujpaTanuu
KpeaTWHa B CKENETHBIX Mblmmax. KoimyecTBo KpeaTMHHHA
TEHEpHPYEMOE, U BBIIENAEMOE IOYKAMH, IIPONOPHHOHAIBHO
MBIIIEYHON Macce U, OOBIYHO BBIIIE y MY)KYHMH, YeM Yy JKEHILHH.
CyTouHOE BbIJIEeJIEHHE KPEATHHUHA - OTHOCHUTENILHO IIOCTOSIHHAsS
BEJIMYMHA, 3a HCKJIIOUEHHEM TSKENBIX paHeHwui,
WIM  JIeTeHePaTHBHBIX  3a00NeBaHMil, KOTOPBIE  BBI3BIBAIOT
MacCHBHOE MOBPEKIEHUE MBIIII. YPOBEHb KPEaTHHHHA B KPOBU
M MOYe 3aBHUCHT OT KIyOOuKoBOH (UIbTPaLUH, II03TOMY
KpeaTUHHH CITYKUT NPEKPACHBIM MHJIMKAaTOPOM
(YHKIHOHAIBHOTO COCTOSHUSI TIOYEK.

MNPUHLUII METOJA
DH3UMATUYECKHH, KOJIOPUMETPUYECKHI METO.

KpeaTHHHHA3A

kpeatunus + H,O "M epeatnn
kpeatns + H,O S8 gapKo3uH + MOYEBHHA

capko3uH + Oy + HyO Sxposmmokeniasa IPHLIH +HCHO + H,0,
2H,0, + ESPMT +4-AA IP0@?  gpunonemun + 4H,0

VIHTEHCHBHOCTh OKpACKH, H3MepseMas Ipu 546 HM, TIpAMO
TMPONOPUHOHAJIBHA KOHLICHTPALMK KpEaTUHUHA.

PEATEHTBI

Cocras Hadopa

1-Reagent 2x28 mn
2-Reagent 2x 10 mn

Tpu Temnepatype 2-8°C, peareHTbl COXPaHAIOT CTAOHIBHOCTD B
TeueHHE BCEro CPOKa rOJHOCTH, YKa3aHHOTO HA YTNaKOBKE.
CrabunbHOCTb Ha 60pTy aHanmu3aropa mpu 2-10°C cocrasuser 12
negens (ACCENT-200, ACCENT S120, ACCENT M320).

KonueHTpauuu KOMIIOHEHTOB B peareHrxax

1-Reagent

Oydep I'yna <5%
KpeaTHHa3a <5%
N-31151-N-(3-cynbdonpomnun)-3-MeTHIaHWIHH <5%
(ESPMT) =
CapKO3MHOKCH/a3a <0.01%
ackopbaTokcHaasa <1%
JACTEPreHThI, CTaGV[J’IV[3aT0pI>I U KOHCEPBAHTHI

2-Reagent

Gydep I'yna <5%
KpeaTHHa3a <1%

ACCENT-200 CREA ENZYMATIC

TIepoKCcHIa3a <5%
aMUHO-4-aHTUITMPHH (4-AA) <0.01%
CTabUIIN3aTOPbI B KOHCEPBAHTHI

IMpenocTepexkennsi M NPUMeYaHUs

= [IIpenoxpanste or TIPSAMBIX COJIHEYHBIX nydeit
¥ 3arps3HeHns!

* BuuMarensHO — NpOYMTAliTe  TAacmopT  Ge30macHOCTH
xumuueckoil mpomykuuu  (MSDS), xoTopsiii comepiKHT
noapobHyro MH(pOpMauMo 0 IpaBuiIax  6Ge3omnacHoro
XPaHEHMs ¥ MCIIOJIb30BaHHUs TOBApa.

BUOJOTMYECKUA MATEPHAJI

ChIBOPOTKA MM MOYA.

IpuroroB/ieHne MOYM: Tepel NPOBEICHHEM aHaIH3a 06paser
Moun Heobxommmo passectn  0,9% NaCl B 2-10 pa3,
a pPe3yNbTAT aHAIM3a YMHOXKHUTD Ha KO3((GULMEHT pa3BeieHns
IIpo6BI CHIBOPOTKH MOTYT XpaHHTBCI 1O CyTok mnpu 2-8°C.
Jlnst Gonee JUIMTENBHOrO XpaHEHHs MPOOBI CIIeTyeT 3aMOPO3HTh
npu -20°C.

ITpo6bl MOUM MOTYT XpaHuThCs 70 cyTok npu 20-25°C smbo
4 cyrok npu 2-8°C. [lns Gosee UIMTENBHOrO XpaHEHHs IPOGBI
cregyeT 3aMopo3uth pu -20°C.

Tem He MeHee, PEKOMEHJYETCs TPOM3BOIMTB HCCIIENOBAHMS
Ha CBEXKEB3ATOM OHOJIOrHYECKOM MaTepuae!

IMPOLEIYPA ONIPEJAEJEHUS

1-Reagent u 2-Reagent TOTOBBI K HCHOIB30BAHHUIO.

B kauecrBe OlaHK-peareHTa PeKOMEHJyeTCs —HCIOJIb30BATh
JICHOHU30BAHHYIO BOJLY.

HeoOxoumble feiicTBHs:

= ACCENT-200 (I GEN), ACCENT-220S, BS-120:
IIpy BBINOJHEHNN AHANHM30B HA AHAIN3ATOPAX BO3MOXKHO
HCKa)KEHHE Ppe3yiIbTaToB QHAJIH30B, BBI3BAHHOE
NepeKpPeCcTHbIM _ 3arpsi3HeHHeM  MEXJIy peareHTamu:
CREA ENZYMATIC - URINE PROTEINS, URINE
PROTEINS — CREA ENZYMATIC. YroGsl u3bexaTsh
9Toro s¢dekra, cienyiite peKOMEHIALMIM, CONEPKAIMMCS
B HMHCTPYKIHU 51_03_24 001_ACCENT-200_
CARRYOVER.

= ACCENT  S120: Ilpy  BHINONHEHHMH  AHAIH30B
Ha QaHAIM3aTOpaX BO3MOKHO HCKA)KEHHE pe3yJbTaToB
AHANM30B, BHI3BAHHOE HEPEKPECTHLIM _3arpsi3HeHHeM
mexay pearentamn:CK-MB - CREA ENZYMATIC, CK —
CREA ENZYMATIC, CREA ENZYMATIC - URINE
PROTEINS. Yro6s1 u3bexars storo sddexra, ciemyiite
PEKOMEHJAIHAM,  COJAEPKAIMMCA B MHCTPYKIUH:
51_03_24_005_ACCENT_S120_ CARRYOVER.

= ACCENT MC240, ACCEMT M320:
IIpy BBHINIOJNHEHNN AHANHM30B HAa AHAJIM3AaTOPAX BO3MOXKHO
HCKaKEeHHE Ppe3ysbTaToB AHAJIM30B, BBI3BAHHOE
NEePEeKPECTHBIM _ 3arpsi3HEHHEM  MEXJy pearcHTamu:
CREA ENZYMATIC - URINE PROTEINS. Yro6sl
n3bexarb 9Toro s¢dekra, cregyiTe pPeKOMEHIALMIM,
coziepKamuMCst B HMHCTPYKIHU 51_03_24 006_
ACCENT_MC240_M320_CARRYOVER.

str. / page / ctp. 5/10

51_03_03_027_04

PE®EPEHTHBIE BEJIMYMHBI >*

=  TouHocTh

ChIBOpPOTKA M/ MKMOJIb/JI IoBTOpsieMmocTh Cpennee SD CcvV
HOBOPOXX/ICHHbIE 0,3-1,0 26,5 88,4 (MEX]y CepHsiMu) [™r/ ) [mr/mn] | [%]
MJIaICHIIBI 0,2-04 17,7-35,4 ACCENT-200 ypoBeHs 1 1,25 0,01 0,85
JIeTH 0,2-0,8 17,7-170,7 n=20 YpOBEHb 2 7,45 0,04 0,55
JKEHIIUHBI 0,5-1,0 442 — 88,4 ACCENT MC240 ypoBeHsb 1 1,63 0,01 0,66
My KIUHBI 0,7-1,2 61,9 -106,1 n=20 YpOBEHb 2 5,09 0,03 0,60
Mowua (yTpeHHsisi) M/ MMOJIb / J1 Bocnpou3BoaumMocTs Cpennee SD (6\%
JKEHIIUHBI 29 -226 2,56 —20,0 (130 JHS B JIeHb) [mr/m) [mr/mn] | [%]
MY>KIHHBI 40 - 278 3,54 -24,6 ACCENT-200 ypoBeHsb 1 1,24 0,11 8,44
Kaxmoit mabGopaTtopun peKkoMeHIyeTcs YCTaHOBHTb CBOHM n=80 YpOBEHB 2 7,35 0,61 8,30
COOCTBEHHBIE ~ HOPMBI,  XapakTepHble Ul obcliexyeMoro ACCENT MC240 | yposens 1 1,6 0,03 1,7
KOHTHHI'€HTA. n=80 YpOBEHB 2 5,0 0,08 1,5

KOHTPO.JIb KAYECTBA

JInst BHYTPEHHEro KOHTPOJIS KadyecTBa, JUIA KaKIOH CepHu
M3MEPEeHHUiT, PEKOMEHyeTCsl HCIIOIb30BaTh:

CORMAY SERUM HN (Kar. Ne 5-172) 1 CORMAY SERUM
HP (Kar. Ne 5-173) - mOpu  HCCIEeIOBaHWM CHIBOPOTKH:
CORMAY URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
nu LEVEL 2 (Kar. Ne 5-162) - npu ucCleJOBAHMH MOYH
Jlns xanuOpoBku aBroMarmyeckux anammzatopoB: ACCENT-
200, ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320  pexomeHIyeTcs
ucnons3oBate CORMAY MULTICALIBRATOR LEVEL 1
(Kat.Ne 5-174, 5-176) m LEVEL 2 (Kar.Ne 5-175, 5-177).
B kauectBe O-kanuGpaTopa peKOMEHIyeTCs HCIOJIb30BATh
JICMOHH30BaHHAs BOJIA.

Jlns  KanmuOpOBKM — aBTOMATHYECKOro —aHamusatopa BS-120
PEKOMEHJTyeTCs. HCIIONB30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
wwm LEVEL 2 (Kar.Ne 5-175, 5-177). B xauectBe
0-kanubpaTopa PeKOMEHYeTCs MCIONb30BaTh JICHOHH30BaHHAS
BOJIA.

KannGpoBouHyio  KpHBYIO — CIEAYeT COCTAaBISATh  KaKIble
12 nenen» (ACCENT-200, ACCENT S120, ACCENT M320),
HPU KKJI0H CMEHE JIOTa PeareHToB U B ClIydae He0OX0MMOCTH,
HAIIp. €CIU Pe3yNIbTaThl ONPEJENCHHs] KOHTPOIBHBIX CBIBOPOTOK
He T0Ma/JAl0T B ped)epeHTHBIH INana3oH.

XAPAKTEPUCTHUKH ONPEJEJEHUS

OTH  METpPOJIOTHYECKHE XapaKTePHCTHKUM OBUIM  IIOJIy4EeHbI
TIpU UCHOJIb30BaHUH aBTOMaTH4eckux aHamm3aTopoB: ACCENT-
200 m ACCENT MC240. Pe3ynbTaThl, IOIy4eHHbIE HA APYTHX
aHaIM3aTopax U BPYUYHYIO, MOTYT OTIHYAThCS.

= YyBCTBHTEILHOCTH
0,08 mr/m (7,1 mxmons/n) - ACCENT-200

= LOQ
0,05 mr/m (4,4 mxmons/n) — ACCENT MC240

=  JInHeiiHOCTH
110 25,3 mr/an (2237 mxmons/i) - ACCENT-200
110 32 mr/mt (2828,8 mxmons/) — ACCENT MC240

= Cneunduynocrs / UuTepdepenunn
Iemorno6uH 10 5 r/mn, ackopOuHOBas kuciora a0 62 mr/i,
owmpyoun mo 20 wmr/mi, Tpunmamepupel o 1000 mr/mn
u KpeaTuH 10 20 MI/An B CHIBOPOTKE KPOBH WIM B MOYH
HE BIMSIOT Ha PE3yJIbTAThl OMPE/CTICHHIL.

ACCENT-200 CREA ENZYMATIC

=  CpaBHeHHe MeTOAA

CpaBHeHHEe MEXIy pe3y/lbTaTaMH OINpENeieHNs KpeaTHHHHA,
nonyyeHHpiMd Ha ACCENT-200 (y) 1 OLYMPUS AU 400 (x)
1UIst 26 06pa3LOB CHIBOPOTKE JAJIO CIICAYIOLINE Pe3yIbTaThl:
y=1,027 x - 0,0101 mr/mm;

R=0,999 (R — ko3¢ durmeHT Koppemsim)

CpaBHeHHE MEXLy DPe3yJIbTaTaAMH OIPENEICHHs KpeaTHHHHA,
nonydenHsiME Ha ACCENT MC240 (y) u BECKMAN
COULTER AU680 (x) mis 58 00pasimoB CHIBOPOTKE Jaio
CIIE/IyIOLIHE PE3yIIbTAThI:

y=0,9641 x + 0,018 mr/mr;

R =1,000 (R — ko3¢ durmeHT Koppensium)

CpaBHeHHE MEXAy pe3y/ibTaTaMH OINpENEeNCHUs KpPeaTHHHHA,
nonydenHsiME Ha ACCENT MC240 (y) u BS-800 (x)
U1t 60 06pa3LoB MOYe Ja0 CIIeaYIOIHE PE3yIbTaThl:

y=1,0109 x - 0,0804 mr/m;

R =1,000 (R — koo duuneHT Koppesimm)

YTUJIU3ALIAA OTXOJ0B
B COOTBETCTBHH C JTIOKANBHBIMH TPEOOBAHUAMH.
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ACCENT-200 CREA ENZYMATIC

PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIMS pasi:
e ACCENT S120

e ACCENT-200, ACCENT-200 II GEN e BS-120
Parameters Parameters Chem [ CREA ENZ | No.[_o71 | Sample Type
Test Name CREA ENZ R1 180 Test CREA ENZ R1 240
Test No 71 R2 60 No 68 R2 80 Chemistry [ CREATININE ENZYMATIC | Print name

Ci Crea Ei ti
Full Name E;eza e Sample Volume 8 l;:;l,ll (I;L?.;n; . ;ea nzymatic ;zing:l{aenrolume 14 Reaction Type [ Endpoint | Reaction Direction
Reference No | 71 i R{ Blank Reac. Type Endpoint Mixed Rtg. Blank Pri Wave [ 546nm | SecWave [ ]
Analy. Type | Endpoint Mixed Reag. Blank Pri. Wave. 546 nm Linearity Range 0.04 [255 Unit [mgd ‘ Decimal
Pri. Wave. 546 nm Concentration 0.08 |25.3 Sec. Wave. 670 nm Linearity Limit mt L mey ccima;
Secon. Wave. Linearity Limit Direction Increase Substrate Limit Incubation Time
Trend Ascending Substrate Limit Reac. Time |1 | 18 Factor Blank Time [-3 | [-1 | Reaction Time
Reac. Time 2 [18 Factor Incuba. Time | 16 I:l Prozone check
. o Sample Vol Aspirated Diluent Reagent Vol
{?C}iba- Time |15 = |:| Prozone check Umt‘ . mg/dl Standard | 5 | L [ L | ] L Rl L
i mg/ Precision 0.01 ql |:| q2 l:l q3 l:l q4 I:l | ‘ ‘ > ‘ ‘ 1 | 5
Precision 0.01 ql I:l Q@ l:l 3 l:l q4 l:l Decreased 53 uL 0 ul 80 uL R 0 ulL
PC | | Abs] | Tncreased | ] ue [ JuL | | uL
PC | ‘ Abs ‘ | :] Sample Blank Auto Rerun
Calibration Rule . Calibration Rule Linearity range (Standard) [ 0.1 | [ 326 | Linearity Limit | |
Rule Multi-point Linear Rule Two-point / Multi-point Linear . )
Sensitivity 1 Sensitivity 1 L¥near¥1y Range (Decreased) [ | [ | Substrate Depletion | ]
Replicates 3 Replicates 3 Linearity Range (Increased) [ [ | Mixed Blank Abs 40000 ] [40000 ]
Interval (day) 56 Interval (day) 56 R1 Blank Abs [___-40000 ] [ 40000 ] On-board Stability | Day(s)
]é)ﬁ)fference Limit g ]é)]l)fference Limit g Blank Response [ -40000 | [ 40000 | Reagent Alarm Limit I:l
Blank Response [0 [ 50000 Blank Response | 0] 50000 Twin Chemistry | | [ Enzyme Linear Extension
Error Limit 0 Error Limit 0 [ Prozone Check
Coefficient 0 Coefficient 0 o 7 o [ v CJC 3 ol | os [ v [ [
os [ 1 o6 [T vi [ 1L 1vrc | | pc2 | | 1.1
\: Sample Pretreatment I:' Control Pretreatment I: Calibrator Pretreatment

e ACCENT-220S [ ] Pretreat Sample Vol I:l ul Pretreat Sample Vol I:l ulL
Parameters CALIBRATION SETTINGS AUTO CALIBRATION
Test CREA ENZ R1 180 Math model [ Multi-point Linear | [ 1 Bottle Changed
No 71 R2 60 Factor — Replicates [ Lot Changed
Full Name Crea Sample Volume 8 [ calTime

Enzymatic ACCEPTANCE LIMITS
Standard No | 71 R1 Blank Cal Ti n
Reac. Type Endpoint Mixed Rtg. Blank a 'm.eu our
Pri. Wave. 546 nm Linearity Range 0.08 |30 Slope Diff  [_] sp ]
Sec. Wave. Linearity Limit Sensitivity [ 1 Repeatability [40000
Direction Increase Substrate Limit Deter Coeff ]
Reac. Time -2 20 Factor
Incuba. Time |19 |:| Prozone check
Unit mg/dl
Precision 0.01 ql I:l q2 I:l q3 l:| q4 I:l
PC | | Abs] |

Calibration Rule
Rule Multi-point Linear
Sensitivity 1
Replicates 3
Interval (day) 56
Difference Limit 0
SD 0
Blank Response 0 50000
Error Limit 0
Coefficient 0
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e ACCENT MC240

Chem [ CREA ENZ ] No.[ 071 ] Sample Type [ SERUM
Chemistry [ CREATININE ENZYMATIC | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave | 546nm | Sec Wave I:|
Unit [ me/dl | Decimal
Incubation Time -
Blank Time [ -3 ] [-1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 53 ] uL [ JuL [ uL R1 uL
Decreased | 53 ] wL | 20 Ju [ 180 | uL R2 uL
Increased | o Jur [ ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 0.05 | [ 32 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | ]
Linearity Range (Increased) \ | [ | Mixed Blank Abs [ 35000 ] [35000 ]
Rl Blank Abs 35000 ] [_35000 ] On-board Stability [ ] Dav(s)
Blank Response | -35000 | [ 35000 ] Reagent Alarm Limit [ |
Twin Chemistry [ | |:’ Enzyme Linear Extension
I:’ Prozone Check
oo 1 o [ wvi I o3| ] o4 | | v2 | 1
os [ 1 o6 [T v3 [ 1L 1cec | | pc2 | | | | 1

l:’ Sample Pretreatment

I:l Control Pretreatment

] Pretreat Sample Vol | uL

I:’ Calibrator Pretreatment
Pretreat Sample Vol :| ul

CALIBRATION SETTINGS AUTO CALIBRATION

Math model [Multi-point Linear | I:l Bottle Changed

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

ACCEPTANCE LIMITS

Cal Time [:l Hour

Slope Diff [ ] sp [ ]

Sensitivity I:I Repeatability

Deter Coeff |:|

e ACCENT M320
Chem [ CREA ENZ | No.[ 071 ] Sample Type [ SERUM
Chemistry [ CREATININE ENZYMATIC ] Print name | CREA ENZ
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 546nm | Sec Wave I:l
Unit [mg/dl \ Decimal
Incubation Time
Blank Time [ -3 | [1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 5.3 uL uL uL R1 uL
Decreased | 53 ] uL | 20 JuL [ 180 | uL R2 uL
Increased [ | uL | JuL | | uL
I:, Sample Blank Auto Rerun
Linearity range (Standard) | 0.10 ‘ ‘ 28 ‘ Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ | [ | Mixed Blank Abs [ 35000 ] [ 35000 ]
R1Blank Abs [ 35000 ]  [_35000 ] On-board Stability [ ] Day(s)
Blank Response | -35000 ] [ 35000 | Reagent Alarm Limit |:|
Twin Chemistry [ ] :l Enzyme Linear Extension
Prozone Check
oo 1 o2 [ vi L 03[ | o4 | | v [ 1 [
os 1 os [ vs [0 pa | | pc2 | | (I
:l Sample Pretreatment I:l Control Pretreatment I:l Calibrator Pretreatment
[ ] Pretreat Sample Vol |:| uL Pretreat Sample Vol |:| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi-point Linear l:' Bottle Changed
Factor [:] Replicates I:l Lot Changed
[ lcalTime
ACCEPTANCE LIMITS
Cal Time \:l Hour
Slope Diff ] sp 1
Sensitivity I:] Repeatability [ 35000
Deter Coeff [ |

ACCENT-200 CREA ENZYMATIC
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