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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania st¢zenia cystatyny C,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 1II GEN,
ACCENT 8120, ACCENT MC240, ACCENT M320,
ACCENT 400 oraz ACCENT Neo200. Odczynniki powinny
by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel,
tylko zgodnie z ich przeznaczeniem, w odpowiednich
warunkach laboratoryjnych.

WPROWADZENIE

Cystatyna C jest niskoczasteczkowym biatkiem (13 kD)
nalezacym do grupy inhibitorow proteinaz cysteinowych.
Jest produkowana przez wszystkie jadrzaste komorki
organizmu 1 wydzielana do przestrzeni pozakomorkowej
w niezmiennych ilo$ciach. Stabilno$¢ czasteczki cystatyny C
oraz zalezno$¢ jej stezenia we krwi jedynie od filtracji
kigbuszkowej  decyduja o  wysokiej  efektywnosci
diagnostycznej oznaczenia. Stgzenie cystatyny C nie zalezy
od masy mig$niowej czy diety, a wzrost st¢zenia nastgpuje
juz przy niewielkim spadku GFR. Oznaczenia stg¢zenia
cystatyny C maja zastosowanie w monitorowaniu GFR
u dzieci, pacjentow w podesztym wieku, pacjentow leczonych
lekami potencjalnie nefrotoksycznymi, pacjentow
po przeszczepie nerki oraz w ocenie funkcjonowania nerek
u chorych z przewlekla niewydolnoscia  nerek
(takze we wczesnych stadiach) wilaczajac
nefropati¢ cukrzycowa.

ZASADA METODY

Metoda turbidymetryczna. W wyniku reakcji antygen-
przeciwcialo pomigdzy cystatyna C a przeciwciatami
zwigzanymi z czastkami polistyrenu powstaja kompleksy
immunologiczne. Zmiana absorbancji jest powigzana z ilo$cia
cystatyny C w probce. Rzeczywiste stgzenie cystatyny C
jest nastgpnie wyznaczane przez interpolacje z krzywej
kalibracyjnej sporzadzonej z kalibratorow o znanych
warto$ciach.

ODCZYNNIKI

Sklad zestawu

1-Reagent 2x15ml
2-Reagent 2x4ml
Tlosci testow:

ACCENT-200 100
ACCENT 200 II GEN 100
ACCENT S120 130
ACCENT MC240 130
ACCENT M320 130

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwalos¢ do daty waznosci podanej na opakowaniu.
Odczynniki  przechowywane na  pokfadzie aparatu

ACCENT-200 CYSTATIN C

w temp. 2-10°C sa stabilne przez 9 tygodni.
Stezenia skladnikéw w zestawie
zawiesina czastek lateksu optaszczonych

. . . 8,5 g/l
przeciwciatami anty-cystatynowymi
bufor MOPS: 8 gl
[kwas 3-(N-morfolino) propanosulfonowy]
gentamycyna 12,5 mg/l
amfoterycyna B 1,25 mg/l
konserwant

Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim $wiattem stonecznym
i zanieczyszczeniem !

= Odczynniki zawieraja antybiotyki i powinny by¢ uzywane
z nalezyta ostroznoscia.

= Nalezy wymiesza¢ probk¢ przed wykonaniem
oznaczenia.

= Probki moga by¢ transportowane bez specjalnych
warunkéw chlodniczych, ale potem musza by¢ uzyte
do analizy w ciagu 14 dni.

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

MATERIAL BIOLOGICZNY

Surowica lub osocze pobrane na EDTA lub heparyng.

Probki moga by¢ przechowywane 14 dni
w temp. 8-25°C lub 21 dni w temp. 2-8°C,

W celu przechowania probek przez diuzszy okres czasu
nalezy je zamrozi¢ w -20°C.

Jednak polecamy wykonywaé badania na §wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA
1-Reagent i 2-Reagent sa gotowe do uzycia.
Do wykonania proby zerowej nalezy uzywac 0,9% NaCl.

WARTOSCI PRAWIDLOWE®
surowica mg/l

noworodki <1 miesiac 1,49 -2.85
niemowlgta <5 miesigcy 1,01 -1,92
dzieci <12 miesigcy 0,75-1,53

12-24 miesigcy (dziewczynki) | 0,60 — 1,20

12-24 miesigcy (chiopcy) 0,77 - 1,85
2-19 lat 0,62-1,11
kobiety 0,61 1,05
mezezyzni 0,71 -1,21

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

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii
oznaczen, nalezy dolacza¢ surowice kontrolne CORMAY
CYSTATIN C CONTROLS (Nr kat. 4-460).
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Do kalibracji analizatorow automatycznych ACCENT-200,
ACCENT-200 IT GEN, ACCENT S120, ACCENT MC240,
ACCENT M320 polecamy stosowanie =~ CORMAY
CYSTATIN C CALIBRATORS (Nr kat. 5-185).
Jako kalibratora 0 nalezy uzywac¢ 0,9% NaCl.

Krzywa kalibracyjna powinna by¢ sporzadzana co 9 tygodni,
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. je§li wartosci oznaczenia surowic  kontrolnych
nie mieszcza si¢ W wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatoréw
automatycznych ~ ACCENT-200  i/lub  Modular P
oraz ACCENT MC240. W przypadku przeprowadzenia
oznaczenia na innym analizatorze lub manualnie otrzymane
wyniki moga r6zni¢ si¢ od podanych.

= Czulosé:
0,37 mg/l — Modular P
0,27 mg/l - ACCENT MC240

= Liniowos$¢:
do 8,39 mg/l - Modular P
do 8 mg/l— ACCENT MC240

=  Specyficzno$¢ / Interferencje

Hemoglobina do 0,7 g/dl, bilirubina do 800 mg/l, triglicerydy
do 14 g/l i kwas askorbinowy do 300 mg/l nie wplywaja
na wyniki oznaczenia.

= Precyzja

Powtarzalnosé Srednia SD CV
(run to run) [mg/1] | [mg/1] | [%]
nM:"z‘z)“lar P poziom 1 192 | 002 | 1,1
ACCENT MC240 | poziom 1 0,95 0,02 2,05
n=20 poziom 2 3,76 0,03 0,79
Odtwarzalnos$¢ Srednia SD CV
(day to day) [mg/] | [mg/1] | [%]
Modular P poziom 1 0,88 0,02 2,73
n=20 poziom 2 5,25 0,23 4,38
ACCENT MC240 | poziom 1 1,0 0,07 7,0
n=80 poziom 2 3,5 0,11 3,1

= Poréwnanie metody

Poréownanie wynikow oznaczen cystatyny C wykonanych na
ACCENT-200 (y) i na BN ProSpec (x), z uzyciem 23 probek
surowicy, dalo nastgpujace wyniki:

y =0,7954x +0,1113 mg/l

R=0,9986 (R — wspolczynnik korelacji)

Poréownanie wynikow oznaczen cystatyny C wykonanych na
ACCENT MC240 (y) i na BS-800 (x), z uzyciem 65 probek
surowicy, dato nastgpujace wyniki:

y=1,0858 x— 0,1451 mg/l

R=0,992 (R — wspolczynnik korelacji)

Poréwnanie wynikow oznaczen cystatyny C wykonanych
na ACCENT MC240 (y) i na BS-800 (x), z uzyciem
60 probek osocza, dato nastgpujace wyniki:

y=1,0152 x—0,0385 mg/l

R=0,999 (R — wspolezynnik korelacji)

ACCENT-200 CYSTATIN C

UTYLIZACJA ODPADOW

Postgpowac zgodnie z obowigzujacymi przepisami.
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Cat. No 7-200 (EN)

INTENDED USE

Diagnostic kit for determination of cystatin C concentration
intended to use in automatic analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT S120, ACCENT MC240,
ACCENT M320, ACCENT 400 and ACCENT Neo0200.

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

Cystatin C is a low molecular weight protein (13kD),
one of the cysteine proteinases inhibitors. Cystatin C
is produced in all nucleated cells and secreted
into extracellular space at constant rate. Cystatin C molecule
stability and dependence of its concentration solely on GFR
(Glomerular Filtration Rate) decide about high diagnostic
efficiency of cystatin C determination. Cystatin C level
is not affected by muscle mass or diet and its increase
is observed even at slight GFR reduction. Clinical applications
of cystatin C are for monitoring GFR in children, elderly
patients, patients with potentially nephrotoxic drug therapy,
for assessment of renal transplantation status, for kidney
function monitoring in acute and chronic kidney diseases
including diabetic nephropathy.

METHOD PRINCIPLE

Turbidimetric method. An antigen-antibody reaction occurs
between cystatin C and antibodies coated on polystyrene
particles and immuno-complexes are formed. The change
of turbidity is related to the quantity of cystatin C
in the sample.The actual concentration is then determined
by interpolation from a calibration curve prepared
from calibrators of known concentration.

REAGENTS

Package

1-Reagent 2x 15ml
2-Reagent 2x4ml

The reagents when stored at 2-8°C are stable up to expiry
date printed on the package. The reagents are stable
for 9 weeks on board the analyser at 2-10°C.

Concentrations in the test
suspension of polystyrene particles coated with

anti-cystatin C antibodies 8541
MOPS buffer: 8 o/l
[3-(N-morpholino)-propanesulfonic acid]

gentamycin 12.5 mg/l
amphotericin B 1.25 mg/1
preservative

ACCENT-200 CYSTATIN C

‘Warnings and notes

=  Protect from direct sunlight and avoid contamination!

= The reagents contain antibiotics and must be handled
with due cautions.

= Mix samples well before analysing.

= The samples can be shipped without special cooling
and must then be analysed within 14 days after shipment.

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

SPECIMEN

Serum, plasma collected on heparin or EDTA.

Samples are stable 14 days at 8-25°C and 21 days if stored
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.

For reagent blank 0.9% NaCl is recommended.

REFERENCE VALUES®

serum mg/l
newborns <1 month 1.49-2.85
children <5 months 1.01-1.92
<12 months 0.75-1.53
12-24 months (F) 0.60 - 1.20
12-24 months (M) 0.77-1.85
2-19 years 0.62—-1.11
adults (F) 0.61 - 1.05
adults (M) 0.71-1.21

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 CORMAY CYSTATIN C CONTROLS (Cat. No 4-460)
with each batch of samples.

For the calibration of automatic analysers ACCENT-200,
ACCENT-200 II GEN, ACCENT S120, ACCENT MC240,
ACCENT M320 the CORMAY CYSTATIN C
CALIBRATORS (Cat. No 5-185) is recommended.
0.9% NaCl should be used.as a calibrator 0.

The calibration curve should be prepared every 9 weeks,
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/or Modular P  and
ACCENT MC240. Results may vary if a different instrument
or a manual procedure is used.

= Sensitivity:
0.37 mg/l - Modular P
0.27 mg/l - ACCENT MC240
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= Linearity:
up to 8.39 mg/l — Modular P
up to 8 mg/l - ACCENT MC240

= Specificity / Interferences

Haemoglobin up to 0.7 g/dl, bilirubin up to 800 mg/l,
triglycerides up to 14 g/l and ascorbate up to 300 mg/l
do not interfere with the test.

=  Precision

Repeatability Mean SD CV
(run to run) [mg/] | [mg/1] | [%]
Modular P level I | 192 | 002 | 1.1
n=20
ACCENT MC240 level 1 0.95 0.02 2.05
n=20 level 2 3.76 0.03 0.79
Reproducibility Mean SD CvV
(day to day) [mg/] | [mg/1] | [%]
Modular P level 1 0.88 0.02 2.73
n=20 level 2 5.25 0.23 4.38
ACCENT MC240 level 1 1.0 0.07 7.0
n=80 level 2 3.5 0.11 3.1

=  Method comparison

A comparison between cystatin C values determined
at ACCENT-200 (y) and at BN ProSpec (x) using 23 serum
samples gave following results:

y=0.7954x + 0.1113 mg/l

R =0.9986 (R - correlation coefficient)

A comparison between cystatin C values determined
at ACCENT MC240 (y) and at BS-800 (x) using 65 serum
samples gave following results:

y=1.0858 x —0.1451 mg/

R=0.992 (R - correlation coefficient)

A comparison between cystatin C values determined
at ACCENT MC240 (y) and at BS-800 (x) using 60 plasma
samples gave following results:

y=1.0152x-0.0385 mg/l

R=0.999 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 CYSTATIN C
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Kar.Ne 7-200 (RUS)

NPEJINOJATAEMOE HCIIOJIb30BAHHUE
JIMarHOCTUYECKU HaOop sl ONpelesieHHs KOHLECHTPALUu
mucratna  C,  mpejHasHaYeH UM MCIIONB30BaHHS
Ha aBToMarnueckux aHanmuszaropax: ACCENT-200, ACCENT-
200 II GEN, ACCENT S120, ACCENT MC240, ACCENT
M320, ACCENT 400 u ACCENT Neo0200.

PeareHThI JOIKHBI HCTIOIb30BATHCS TOJIBKO JUIA JIMArHOCTUKH
in vitro, KBanu(UIUPOBAHHBIM J1TA0OPATOPHBIM IIEPCOHATIOM,
B IleMAX, JUIA  KOTOPBIX ~ OHH  IIPEe/HAa3HAueHEI,
B COOTBETCTBYIOIINX JTa0OPATOPHBIX YCIOBHSX.

BBEJIEHUE

Iucratun C — HHU3KOMOJEKYJspHBIA Genok (13 k),
NPUHAICKUT K TIPyNIe HHTUOMTOPOB IMCTEHH IIPOTEas.
Iucratun C cUHTE3MpyeTCsl BCEMH SAECPHBIMH KJIETKAMH
U CEKpeTHpPYeTCs B MEKKIETOYHYIO CpeLy C IIOCTOSHHOMH
ckopocThio. Mornekyna Ilucrarmna C crabuibHa W ero
KOHIIGHTpAIMSl  3aBUCUT  HCKJIIOYMTEIBHO OT  CKOPOCTH
rinomepyisipHoit puisrpamin (GFR) (Glomerular Filtration
Rate), 4t0 M ompemenser BBHICOKYI0 AMATHOCTHYECKYIO
ueHHocts ompenenenust Llucrarmna C. Ha  yposens
Iucratnna C He OKa3bIBAIOT BIMSAHHME MbILICYHAs Macca MM
nueta; yBenuuenue yposHs Lucraruna C HabmonaeTcs naxe
npu cnabom nonmwkennn GFR. KnunHudeckoe npuMeHeHHe
Hucratun C momyunn npu Monutopunre GFR y nereit
M B3POCIBIX, MAIIMEHTOB C TIOTCHINAIBHO He(pPOTOKCHUECKOI
JICKapCTBEHHON Tepamuel, A OLEHKH COCTOSHHS IOCIie
TPaHCIUIAHTALMH oveK, JUIsL MOHHTOPHHTIA
(YHKIMOHMPOBAHUSI TOYEK IIPU OCTPBIX M XPOHHUECKHUX
3a00JIeBaHHAX, BKIIIOYAs THA0CTHIECKYI0 HeypOomaTHIo.

MNPUHLIUII METOJA

Typbuanmerpudeckuii Mertox. B pesynbrate  peakiuu
«@HTHMIEH-aHTHTENO» Mexay uucremHoM C M aHTHTENaMH,
KOHBIOTHPOBAHHBIMH Ha JIATEKCHBIX YaCTHIIAX, 00Opa3yercs
MMMYHHBII KOMILIEKC. VYBenuuenue MYTHOCTH
MIPONOPIIHOHANBHO KonuyecTBY nucraruia C B obpasie.
3areM MO HWHTEPHOMSLUM C KauMOPOBOYHOM  KpPHUBOIA,
MOCTPOCHHOH NpPU TIOMOIIM KaInOpaTopoB C H3BECTHOM
KOHLICHTpALUEH, OIpe/iesieTcss KOHLEHTpauust B oOpasie.

PEATEHTBI

CocraB Ha0opa

1-Reagent 2x 15mn
2-Reagent 2 x4 mn

Ilpu  temmeparype  2-8°C,  peareHTBl  COXpaHAIOT
CTaOMIIBHOCTh B TEUECHHE BCEIO CPOKA TOJHOCTH, YKa3aHHOTO
Ha ymakoBke. PeareHtsl Ha OOpTy aHanmM3aTtopa MpH
Temneparype 2-10°C craGuibHbI 9 Heleb.

ACCENT-200 CYSTATIN C

KoHIeHTpanuu KOMIOHEHTOB B pearexHTe
CyCHeH?»l/Iﬂ JIATEKCHBIX YaCTHIL

€ IMMOOHIIN30BaHHBIMH Ha [IOBEPXHOCTH 8,5/n
AQHTUTEJIaMU IPOTHUB LUCTAaTUHA C
6ytdep MOPS [3-(N-mopdosin)

8r/n
Mponancynb(poHOBas KUCIOTA]
TeHTaMHIIMH 12,5 mr/n
am¢porepurud b 1,25 mr/n

KOHCEpPBaHT

Mpeaynpesxaenust 1 NpUMeYaHHs

= [IpemoxpaHaTh OT TPAMBIX  COIHEYHBIX  JIydei
U 3arps3HeHus!

L] PearenTsl copepkaT aHTHOMOTHKM U JOJDKHBI OBITH
HCIIOJIb30BaHBI C OCTOPOKHOCTBIO.

=  [lepen aHaaM30M XOPOIIO MEPEMEIIATH MPOOLI.

= TJlpoGbl, KOTOphIE  IIOABEPINIMCH  IIepeBO3Ke  Oe3
OXJAXJACHUA, JOJIKHBI OBITH TIPOTECTUPOBAHbI B TECUECHUU
14 nHeit nocne nepeBo3Ku.

= BHuMaTenpHO MPOYMTAWTE MNACHOpPT  OE30MacHOCTH
xumudeckoit mpoaykuuu (MSDS), KOTOpbIH COmepKUT
noapobHyr0 uH(OpPMALMIO O mNpaBHIax 0e30macHOro
XpaHEHHs ¥ HCIIOJIb30BaHHUs TOBApa.

BAOJOTHYECKHA MATEPHAJI

CeiBopoTka miu miasma ¢ OJITA wmm renapuHU3MpOBaHHAS
mrasma. MccnenoBanus cTabMIBHOCTH 00pa3sioB ITOKasalu,
4t0 nuctend C B CHIBOPOTKE U IIa3Me KPOBU IIPU KOMHATHON
Temneparype 8-25°C crabunen 14 nueil, mpu Temmeparype
2-8°C - 21 penb. [lns Oomee [JIMTENBHOTO XpaHEHMS
HE00X0MMO 3aMOpPO3HTh IPOoOBI IpH Temmeparype -20°C.
Tem He MeHee, PEKOMEHIYeTCS IPOBOAUTL HCCIEJOBAHUSL
Ha CBEXKEB3ATOM OHOJIOTMYECKOM MaTtepHaie!

HMPOLEIYPA OITPEJAEJIEHUS

1-Reagent u 2-Reagent roToBbI K HCIIOIB30BAHHIO.

B kauecTBe OnaHK-peareHTa PEKOMEHIYETCS HCHONIB30BaTh
0,9% NaCl.

PE®EPEHTHBIE 3HAYEHUS °

CBIBOPOTKA M/

HOBOpOXIEHHBIE < 1 Mec. 1,49 - 2,85

JIeTH <5 MecsIeB 1,01 -1,92
< 12 Mecsien 0,75-1,53
12-24 mecsines (1eBOYKN) 0,60 — 1,20

12-24 mecsnes (ManbuukoB) | 0,77 — 1,85

2 roma— 19 ner 0,62-1,11
JKEHIUHBI 0,61 -1,05
JTHOTH 0,71 -1,21

Kaxnoii nmaboparopun  peKoMeHIyeTcs pa3paboTaTh  CBOH
COOCTBGHHBIC ~HOPMBI, ~ XapaKTepHble JUII  00CIIeTyeMOoro
KOHTHHICHTA.
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KOHTPO.JIb KAYECTBA

JInd  BHYTPEHHEro KOHTPONA KadecTBa PEKOMEHJYeTCs
ucnonszoBath  CORMAY CYSTATIN C CONTROLS
(Kat.Ne 4-460) 1151 Ka) 10 CepUH H3MEPEHHI.

Jns KanuOpoBKU aBTOMAaTHYECKHUX AHAIIM3aTOPOB
ACCENT-200, ACCENT-200 II GEN, ACCENT S120,
ACCENT MC240, ACCENT M320 pexoMmeHayeTcs
ucnonszopath CORMAY CYSTATIN C CALIBRATORS
(Kat.Ne 5-185). B xauectBe O-kanmbparopa peKOMEHIyeTcs
ucnonb3oBath 0,9% NaCl.

KanuOpoBouHyi0 KpHBYIO CIIEyeT COCTABISATH Kax.Ible
9 Hezenb, NPU KaXKIOH CMEHE JI0Ta pearcHTa, Wil B Cliydae
HEOOXOIMMOCTH, HAIp. eCIM PEe3yNbTaThl KOHTPOIS KadecTBa
HE MONajaloT B pe)epeHTHBIN qUana3oH.

XAPAKTEPUCTHUKHU BBIITIOJIHEHU ST

DTH METPOJIOTUYECKHE XapaKTEPUCTHKHU ObLIN TTOTy4EHBI IIPH
HCIIONB30BAaHUH ABTOMATHYECKUX QHAJIM3aTOPOB:
ACCENT-200 w/mmu Modular P u ACCENT MC240.
PesynbratelonydeHHble  HA  JPYTHX ~ aHAIM3aTOpax
U BPY4HYIO, MOTYT OT/JNYAThCS.

*  YyBCTBHTEJIBHOCTH:
0,37 mr/n — Modular P
0,27 mr/n— ACCENT MC240

= JluHeiiHOCTB:
10 8,39 mr/n — Modular P
10 8 mr/n— ACCENT MC240

= Cneunduunocts / MuTeppepenuun

Temorno6un mo 0,7 r/mn, OGumupyoun mo 800 wmr/m,
TpUrIHIEpuasl 10 14 1/m M acKkopOMHOBAs ~KHCIOTa
110 300 MI/J1 He BIHSIOT Ha Pe3yJIbTAThI ONPE/CITICHHUH.

= TouHocTh

IosTOpsieMmocTh Cpennee | SD Ccv
(MEeXIy CepusiMn) [mr/m] [mr/n] [%]
nM:"z%“lar P yposenn 1 | 192 | 002 | 1,1
ACCENT ypoBeHsb 1 0,95 0,02 2,05
MC240 n=20 YpOBEHb 2 3,76 0,03 0,79
Bocnpoussoaumocts Cpennee | SD CcvV
(130 1HS B ICHB) [mr/m] [mr/n] [%]
Modular P ypoBeHsb 1 0,88 0,02 2,73
n=20 YpOBEHb 2 5,25 0,23 4,38
ACCENT ypoBeHs 1 1,0 0,07 7,0
MC240 n=80 YpOBEHSB 2 3,5 0,11 3,1

= CpaBHeHHe MeTO/Q

CpaBHenue pesyinbraToB  ompeaenieHus  Iucratun  C
B chiBOpoTKe, nomydeHHsix Ha ACCENT-200 (y)
u Ha BN ProSpec (x) ¢ ucnons3oBanuem 23 00pa3suoB gano
CIIEAYIOUIME PE3YJIbTAThI:

y=0,7954 x + 0,1113 mr/m;

R =0,9986 (R — ko3 dunment koppensuum)

CpaBHenue  pesynbratoB — ompeaenenuss Lucratun C
B CchIBOpoTKe, monydeHHbix Ha ACCENT MC240 (y)
u Ha BS-800 (x) ¢ ucmonp3oBaHueM 65 00pa3suoB Jano
CIIETYIOIIHE PE3yIIbTATHI:

y=1,0858 x -0,1451 mr/m;

R=0,992 (R — ko3 dunuent koppensuum)

ACCENT-200 CYSTATIN C

CpaBHenne pesynbratoB  ompeneneHuss Iucratun  C
B mma3Me, mnonydeHHsix Ha ACCENT MC240 (y)
u Ha BS-800 (x) ¢ wmcmomp3oBanmeM 60 06pasunoB aano
CIIE/LYFOIIHE PE3yIbTaThI:

y=1,0152 x —0,0385 mr/m;

R=0,999 (R — ko3 dpunnent koppensim)

YTUJIN3ALHS OTXOI0B
B cooTBeTCTBHH € TOKATLHBIMH TpeﬁOBaHl/lﬂMl/l.
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ACCENT-200 CYSTATIN C

PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITAIIMA nns:

e ACCENT-200 e ACCENT-200 II GEN
Parameters Parameters
Test Name CysC R1 250 Test Name CysC R1 250
Test No 69 R2 50 Test No 69 R2 50
Full Name Cystatin C Sample Volume 3 Full Name Cystatin C Sample Volume 3
Reference No | 69 R1 Blank Reference No | 69 R1 Blank
Analy. Type | Endpoint Mixed Reag. Blank Analy. Type | Endpoint Mixed Reag. Blank
Pri. Wave. 546 nm Concentration Pri. Wave. 546 nm Concentration
Secon. Wave. Linearity Limit Secon. Wave. Linearity Limit
Trend Increase Substrate Limit Trend Increase Substrate Limit
Reac. Time 0 | 40 Factor Reac. Time 0 |40 Factor
Incuba. Time |3 |:| Prozone check Incuba. Time |4 |:| Prozone check
Unit mg/l Unit mg/1
Precision 0.01 qt [ Ja2 [ Ja3[ Ja4[ | Precision 0.01 [ Ja2 [ Ja[ Ja[ ]
PC | | Abs| | PC | | Abs| |
Calibration Rule Calibration Rule
Rule Spline Rule Spline
Sensitivity 1 Sensitivity 1
Replicates 1 Replicates 1
Interval (day) 0 Interval (day) 0
Difference Limit | 0 Difference Limit | 0
SD 0 SD 0
Blank Response 0 150000 Blank Response 0 | 50000
Error Limit 0 Error Limit 0
Coefficient 0 Coefficient 0

ACCENT-200 CYSTATIN C str. / page / ctp. 7/10
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e ACCENT S120

Chem [CYS C ] No. | 069 ] Sample Type
Chemistry [CYSTATIN C | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave [ 546nm J SecWave [ ]
Unit [ mg/L | Decimal
Incubation Time
Blank Time [ -3 ] [1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard I_%—| uL I_p—| e RI uL
Decreased | 3 | L [ 20 JuL [ 180 | uL R2 uL
Increased | | uL | JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 0.3 | | 8 | Linearity Limit | |
Linearity Range (Decreased) [ ] [ | Substrate Depletion [ ]
Linearity Range (Increased) [ ] [ | Mixed Blank Abs 40000 ] [40000 ]
RI Blank Abs [__40000 ]  [_40000 ] On-board Stability ] Dav(s)
Blank Response [ -40000 | [ 40000 ] Reagent Alarm Limit \:’
Twin Chemistry [ | \:’ Enzyme Linear Extension
\:’ Prozone Check
oo L1 o [ vt C1LC o3[ | o4 [ | v2 [ 1
os 1 o6 [ 1 v [ erc | | pc2 | | 101
1 Sample Pretreatment [ Control Pretreatment [ Calibrator Pretreatment
[ ] Pretreat Sample Vol I:l ulL Pretreat Sample Vol I:l ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline ] Bottle Changed
Factor l:' Replicates l:' Lot Changed
[ cCal Time
ACCEPTANCE LIMITS
Cal Time l:' Hour
Slove Diff ~ [__] sp [

Sensitivity I:l Repeatability

Deter Coeff l:'

ACCENT-200 CYSTATIN C

51_03_03_030_02

str. / page / ctp. 8/10




PZ CORMAY S.A.

ul. Wiosenna 22,

05-092 Lomianki, POLSKA
tel.: +48 (0) 81 749 44 00
fax: +48 (0) 81 749 44 34
http://www.cormay.pl

L adl
CORMAY

q3

ACCENT-200 CYSTATIN C

e ACCENT MC240

e ACCENT M320

Chem [ CYS C ] No.[ 069 ] Sample Type [ SERUM
Chemistry [ CYSTATIN C | Print name [ CYS C
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 546nm ] Sec Wave
Unit | mg/L ] Decimal
Incubation Time
Blank Time [ -3 ] [-1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 3 | uL | JuL | uL R1 uL
Decreased | 3 ] L [ 20 JuL [ 180 | uL R2 uL
Increased [ ] uL [ JuL | ] uL
\:l Sample Blank Auto Rerun
Linearity range (Standard) | 0.27 | | 8 | Linearity Limit | |
Linearity Range (Decreased) [ ] [ | Substrate Depletion [ ]
Linearity Range (Increased) [ ] [ ] Mixed Blank Abs [ -35000 ] [35000 ]
R1 Blank Abs [ -35000 ] [ 35000 | On-board Stability | Day(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit l:l
Twin Chemistry [ ] [ Enzyme Linear Extension
\:’ Prozone Check
oo 1 o2 [—1 wvi 107 o3[ ] 04 | | v2 | | 1
os [ 1 o6 [ 1 v3 [ 1[0 1eral | pc2 | | [ | 1

l:| Sample Pretreatment

\:I Control Pretreatment

CALIBRATION SETTINGS

Math model Spline

Factor I:| Replicates
ACCEPTANCE LIMITS

Cal Time l:' Hour

Slope Diff ~ [___] sp [

Sensitivity I:| Repeatability

Deter Coeff l:’

: Calibrator Pretreatment
Pretreat Sample Vol |:| ulL Pretreat Sample Vol :| ulL
AUTO CALIBRATION
[ Bottle Changed
\:| Lot Changed
[ 1calTime

Chem [ CYS C ] No. | 069 ] Sample Type
Chemistry [CYSTATIN C | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave [ 546nm J Sec Wave
Unit [mg/L | Decimal
Incubation Time -
Blank Time [-3 ] [-1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard [ 3 ] uL [ JuL | — JuL RI uL
D d| 3 ] uL | 20 JuL [_180 ] uL R2[ 30 JuL
Increased [ ] L [ JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 0.3 | | 8 | 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 [ |
Twin Chemistry [ ] \:l Enzyme Linear Extension
I:I Prozone Check
oo 1 o [ vt [ o3| ] o4 | | v 1 [
os 1 oo [__1 v3 [0 erc | | pc2 | | 101
I:l Sample Pretreatment l:, Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol I:l ulL Pretreat Sample Vol I:l ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline ] l:l Bottle Changed
Factor l:' Replicates l:' Lot Changed
l:l Cal Time
ACCEPTANCE LIMITS
Cal Time :l Hour
Slope Diff | sp [ ]

Sensitivity I:l Repeatability

Deter Coeff :l
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