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

»w
CE€  cormav

PRESTIGE 241 LQ CREATININE

Nr kat. 4-233, 4-433 (PL)

ZASTOSOWANIE

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

WPROWADZENIE

Kreatynina jest produktem zachodzacej w migéniach
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 migsni 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

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

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-233  Nr kat. 4-433

(statyw-24) (statyw-36)
1-Reagent 6 x 40 ml 8 x 23 ml
2-Reagent 6x12,5ml 8x7,5ml
Il0§¢ testow:
Prestige 24i 1070 810
Biolis 24i Premium 1070 810
Biolis 30i 1290 1000

Odczynniki przechowywane w temp. 15-25°C zachowuja
trwato$¢ do daty wazno$ci podanej na opakowaniu. Stabilnosé¢
odczynnikow  przechowywanych na pokfadzie aparatu
w temp. 2-10°C: Prestige 24i — 3 tygodnie, Biolis 24i Premium
— 2 tygodnie.

Stezenia skladnikéw w odczynniku
wodorotlenek sodu

bufor weglanowy

kwas pikrynowy

<450 mmol/l
<150 mmol/l
< 38,8 mmol/l

Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim $wiattem stonecznym
i zanieczyszczeniem!

= [-Reagent i 2-Reagent spelniaja kryteria klasyfikacji
zgodnie z rozporzadzeniem (WE) nr 1272/2008.
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Skladniki:
1-Reagent zawiera wodorotlenek sodu
2-Reagent zawiera kwas pikrynowy
Niebezpieczenstwo
H314 Powoduje powazne oparzenia skory oraz
uszkodzenia oczu.
P280 Stosowa¢ re¢kawice ochronne/odziez
ochronna/ochrong oczu/ochrong twarzy.
P301+P330+P331 W PRZYPADKU
POLKNIECIA: wyptuka¢ usta. NIE wywoltywa¢ wymiotow.
P303+P361+P353 W  PRZYPADKU  KONTATKU
ZE SKORA (lub z whosami): Natychmiast usungé/zdjaé caty
zanieczyszczong odziez. Sptuka¢ skor¢ pod strumieniem
wody/prysznicem.
P305+P351+P338 w PRZYPADKU DOSTANIA
SIE DO OCZU: Ostroznie ptuka¢ woda przez kilka minut.
Wyja¢ soczewki kontaktowe, jezeli sa i mozna je tatwo
usuna¢. 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: Probke moczu przed analizg 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 probek przez dluzszy okres czasu
nalezy je zamrozi¢ w -20°C.

Jednak polecamy wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

2-Reagent nalezy ustawi¢ w pozycji startowej w statywie

odczynnikowym.

Do  wykonania  préby  zerowej nalezy  uzywac

wody dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczefi na analizatorze, moze wystapi¢, wplywajacy
na wyniki oznaczen, efekt przeniesienia pomigdzy
odczynnikami: CREATININE - BIL TOTAL,
CREATININE — CHOL, CREATININE - CK-MB,
CREATININE - URINE PROTEINS, CREATININE —
UA, CREATININE - BIL DIRECT, CK -
CREATININE, CK-MB - CREATININE, URINE
PROTEINS - CREATININE. W celu uniknigcia tego
efektu nalezy zastosowaé si¢ do zalecen zawartych
w instrukcji:  51_03_24 008 BIOLIS 24i PREMIUM _
CARRYOVER.

= Biolis 30i: W przypadku wykonywania oznaczef
na analizatorze, moze wystapi¢, wptywajacy na wyniki
oznaczefi, efekt przeniesienia pomig¢dzy odczynnikami:
CREATININE — UA, CREATININE - BIL DIRECT, CK
— CREATININE, CK-MB — CREATININE, GLUCOSE
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HEX - CREATININE, URINE PROTEINS -
CREATININE. W celu unikniecia tego efektu nalezy
zastosowa¢ si¢ do zalecen zawartych w instrukcji:
51_03_24_009_BIOLIS 30i_ CARRYOVER.

WARTOSCI PRAWIDLOWE ’

surowica / osocze mg/dl umol/l
kobiety 0,6-1,1 53-97
mezezyzni 0,7-1,3 62115
mocz: zbidrka dobowa mg/kg/24h umol/kg/24h
kobiety 11-20 97 -171
mezczyzni 14-26 124 -230

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

KONTROLA JAKOSCI

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

Do kalibracji analizatorow automatycznych nalezy stosowaé
CORMAY MULTICALIBRATOR LEVEL 1
(Nr kat. 5-174;5-176) i LEVEL 2 (Nr kat. 5-175;5-177).
Krzywa kalibracyjna powinna by¢ sporzadzana co tydzien
(Prestige 24i, Biolis 24i Premium), przy kazdej zmianie serii
odczynnika lub w razie potrzeby np. jesli wartosci oznaczenia
surowic kontrolnych nie mieszcza si¢ w Wwyznaczonym
zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia
oznaczenia na innym analizatorze lub manualnie otrzymane
wyniki moga r6zni¢ si¢ od podanych.

= LoB (granica Slepej préoby): 0,01 mg/dl (0,88 pumol/l)

= LoD (granica wykrywalnosci): 0,04 mg/dl (3,54 umol/l)
= LoQ (granica oznaczalnosci): 0,6 mg/dl (53,04 umol/1)
=  Liniowo$¢: do 17,5 mg/dl (1547 pmol/l)

Dla  wyzszych  stezen probke nalezy  rozcienczyé
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspotczynnik rozciefnczenia.

= 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

Powtarzalno$¢ (run to run) | Srednia SD CcvV

n=20 [mg/dl] | [mg/dl] [%]

poziom 1 2,03 0,03 1,51
poziom 2 4,89 0,04 0,89
Odtwarzalnos¢ (day to day) | Srednia SD CvV
n =80 [unj [unj [%]

poziom 1 2,1 0,07 3,6
poziom 2 5,0 0,14 2,7
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=  Poréwnanie metody

Porownanie wynikow oznaczen kreatyniny wykonanych
na Biolis 30i (y) i na BECKMAN COULTER AU680 (x),
z uzyciem 62 probek surowicy, dato nastgpujace wyniki:
y=0,948 x + 0,0411 mg/dl;

R =0,998 (R — wspotezynnik korelacji)

Porownanie wynikow oznaczen kreatyniny wykonanych
na Biolis 30i (y) i na BECKMAN COULTER AU680 (x),
z uzyciem 61 probek moczu, dato nastgpujace wyniki:

y =0,9441 x - 0,0069 mg/dl;

R =0,999 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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PRESTIGE 241 LQ CREATININE

Cat. No 4-233, 4-433 (EN)

INTENDED USE

Diagnostic kit for determination of creatinine concentration
used in automatic analysers Prestige 24i, Biolis 24i,
Prestige 241 Premium, Biolis 24i Premium and Biolis 30i.
The reagents must be used only for in vitro diagnostic,
by suitably qualified laboratory personnel,
only for the intended purpose, under appropriate laboratory
conditions.

INTRODUCTION

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
Cat. No 4-233 Cat. No 4-433
(24-TRAY) (36-TRAY)
1-Reagent 6 x 40 ml 8x23ml
2-Reagent 6x 12.5 ml 8x7.5ml

The reagents when stored at 15-25°C are stable up to expiry
date printed on the package. Stability on board
of the analyser at 2-10°C: Prestige 24i — 3 weeks, Biolis 24i
Premium — 2 weeks.

Concentrations in the test
sodium hydroxide
carbonate buffer

picric acid

<450 mmol/l
<150 mmol/l
< 38.8 mmol/l

‘Warnings and notes
=  Protect from direct sunlight and avoid contamination!
= |-Reagent and 2-Reagent meeting the criteria
for classification in accordance with Regulation (EC)
No 1272/2008.
Ingredients:
I-REAGENT contains sodium hydroxide.
2-REAGENT contains picric acid.
Danger
H314 Causes severe skin burns and eye damage.
P280 Wear protective  gloves/protective
clothing/eye protection/face protection.
P301+P330+P331 IF SWALLOWED: rinse
mouth. Do NOT induce vomiting.
P303+P361+P353 IF ON SKIN (or hair): Remove/Take off
immediately all contaminated clothing. Rinse skin with
water/shower.

PRESTIGE 24i LQ CREATININE

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
or doctor/physician.

POISON  CENTER

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.

1-Reagent put on basic position in reagent tray.

2-Reagent put on start position in reagent tray.

For reagent blank deionized water is recommended.

Actions required:

= Biolis 24i Premium: When performing assays
in the analyser, there is a probability of cross-
contamination affecting the tests results: CREATININE
— BIL TOTAL, CREATININE — CHOL, CREATININE

CK-MB, CREATININE - URINE PROTEINS,
CREATININE — UA, CREATININE - BIL DIRECT, CK
— CREATININE, CK-MB - CREATININE, URINE
PROTEINS - CREATININE. To avoid this effect follow
the recommendations contained in the instruction
51 03 24 008 BIOLIS 24i PREMIUM_CARRYOVER.

= Biolis 30i: When performing assays in the analyser, there
is a probability of cross-contamination affecting the tests
results: CREATININE — UA, CREATININE - BIL
DIRECT, CK - CREATININE, CK-MB -
CREATININE, GLUCOSE HEX - CREATININE,
URINE PROTEINS - CREATININE. To avoid this effect
follow the recommendations contained in the instruction
51_03_24_009_BIOLIS 30i_ CARRYOVER.

REFERENCE VALUES’

serum / plasma mg/dl pumol/l
female 0.6-1.1 53-97
male 0.7-13 62115
24-hours urine mg/kg/24h pmol/kg/24h
female 11-20 97171
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,
with each batch of samples, the CORMAY SERUM HN
(Cat. No 5-172) and CORMAY SERUM HP (Cat. No 5-173)
for determination in serum or CORMAY URINE CONTROL
LEVEL 1 (Cat. No 5-161) or LEVEL 2 (Cat. No 5-162)
for determination in urine.
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For the calibration of automatic analysers systems
the CORMAY  MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
is recommended.

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

PERFORMANCE CHARACTERISTICS

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

= LoB (Limit of Blank): 0.01 mg/dl (0.88 pmol/l)

= LoD (Limit of Detection): 0.04 mg/dl (3.54 umol/l)

= LoQ (Limit of Quantitation): 0.6 mg/dl (53.04 umol/I)

= Linearity: up to 17.5 mg/dl (1547 pmol/1)

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 (run to run) Mean SD Ccv
n=20 [mg/dl] | [mg/dl] [%]

level 1 2.03 0.03 1.51
level 2 4.89 0.04 0.89
Reproducibility (day to day) | Mean SD Cv
n=380 [mg/dl] | [mg/dl] [%]

level 1 2.1 0.07 3.6
level 2 5.0 0.14 2.7

= Method comparison

A comparison between creatinine values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 62 serum samples gave following results:

y=0.948 x + 0.0411 mg/dl;

R=0.998 (R — correlation coefficient)

A comparison between creatinine values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 61 urine samples gave following results:

y =0.9441 x - 0.0069 mg/dl;

R =0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i LQ CREATININE
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PRESTIGE 241 LQ CREATININE

Kar.Ne 4-233, 4-433 (RUS)

MNPEANIOJATAEMOE UCITIOJIb30BAHUE
Jluarnoctuueckuii HabOp IUIsl ONpPEAENCHUS] KOHLEHTpPALUH
KpeaTuHUHA, TIpeIHa3Ha4YCH JJIs HCHOJIb30BAaHUS
Ha aBTOMAaTHYECKHX OMOXMMHYECKHX aHanu3aropax Prestige
24i, Biolis 24i, a Tawke Prestige 24i Premium, Biolis 24i
Premium u Biolis 30i.

PeareHThl HOJDKHBI HCHOJIB30BATHCS TONBKO JUIs JUATHOCTUKU
in vitro, KBaIM(QUIMPOBAHHBIM JAaOOPaTOPHBIM IEPCOHATIOM,
B IeNAX, Ui KOTOPBIX ~ OHH  NpeJHa3HauyeHBI,
B COOTBETCTBYIOIIHX JIA00PATOPHBIX YCIOBHSX.

BBEJIEHUE

Kpeatunun  sBsieTcss  OPOAYKTOM — He)epMEHTATUBHOIM
JICTHpaTaluy KpeaTHHa B CKEJETHBIX MbImmax. KomudecTBo
KpeaTHHHHA TeHepUpyeMoe, U  BBbIIEIAEMOE  IIOYKaMH,
HPOLOPIMOHATFHO MBIIIEYHOH Macce WU, OOBIYHO BBIIIE
y MyxX4uH, dYeM Yy okeHmuH. CyTOYHOE BBINEICHHE
KpeaTHHWHA - OTHOCHTENBHO IIOCTOSHHAS — BEJIHMYHHA,
3a MCKJIIOYEHHEM TSDKENBIX PAHCHMH, WM JIereHepPaTHBHBIX
3&6OHCBaHI/II‘;I, KOTOPBIC BBIZBIBAIOT MAaCCHUBHOC ITOBPCKICHUC
MBIIIIT. ypOBCHB KpeaTHHWHA B KPOBH W MOYEC 3aBHCHT
0T KIIyOOUKOBOH (pHIIBTpAIMK, MO3TOMY KPEATHHHH CITYXKHT
MPEKPacHbIM HMHAUKATOPOM (DYHKIMOHAJIBHOTO COCTOSHHUS
TIOYCK.

IMPAHIOUITI METOJA

Momudukamms Meroma Sdpde 6Ge3 menpoTeHHH3ALHM.
B pesynpTare  peaKkiMH NHKPaTOB C  KPEaTHHHHOM
B IIENOYHOH cpene obOpasyercs mpousBoiHas —2,4,6-
TPUHHUTPOLUKIOTCKCOTUCHA JKEIITO-KpaCHOTO BETa.
VIHTeHCHBHOCTB OKpacKu npsIMO ~ TPOHNOPLUOHANBHA
KOHIICHTpAlluu KpeaTUHUHA.

PEATEHTbBI
CocraB Ha0opa
Kar.Ne 4-233 Kar.Ne 4-433
(mraTtuB-24) (mrraTuB-36)
1-Reagent 6 x 40 M 8 x 23 mn
2-Reagent 6x 12,5 M 8x7,5mn

IIpu  Temmepatype  15-25°C,  peareHTBl  COXpaHAIOT
CTaOMIIBHOCT B TEYEHNE BCEr0 CPOKA TOAHOCTH, YKAa3aHHOTO
Ha ymakoBke. CrabuimpHOCTH Ha OOpTy aHanIu3aTropa
npu 2-10°C cocraBmsier: mns Prestige 24i — 3 wHenmenw,
1 Biolis 24i Premium — 2 Henenn.

KoHIeHTpanu KOMIOHEHTOB B PeareHTax
THPOKCH HATPHSI

Oydep kapOOHATHBII

KHCJIOTa MUKPHHOBAS

<450 MmmoIIB/I
<150 mmouB/N
< 38,8 MMOITB/IT

Mpenynpexnenns ¥ NPUMeYaHUs

=  3amuIarte OT Jiydel cBeTa u u3deraTsb 3arpsisHeHHI!

= ]-PearenT u 2-PeareHT COOTBETCTBYIOT KPHUTEPHSIM
kinaccuukanun  cornacHo nocraxHosiennio  (EC )
Ne 1272/2008.

PRESTIGE 24i LQ CREATININE

HHrpeaueHTsl:

1-Reagent coaepKNT THAPOKCHL HATPHUS

2-Reagent cOAEPKNT MUKPHHOBOK KHCIIOTHI

OnacHoctb

H314 Bpoi3biBaeT CepbE3HBIE  OXKOTHM  KOXKHU
U IIOBPEXKACHUA TJ1a3s.

P280 IMonb3oBaTbes 3alUTHBIMI
nepyaTKaMu/3alMTHON  OfIeXkI0i/cpecTBaMu
3aIIUTHI T3/ M.

P301 + P330 + P331 Ilpu npornarsiBanuu: IIpomosnockarh
pot. He BBI3BIBaTH PBOTY.

P303 + P361 + P353 Ilpu nonasanuu Ha KOXKY (MM BOJIOCHI):
HCMC}Z{J’ICHHO CHATH BCHO 33Fpﬂ3HéHHyIO OZCKAY, TPOMBITH
KOXKY BOJIOW/IIOJ TyILIeM.

P305+P351+P338 Ilpun nomaganum B rmaza: OCTOPOXHO
HPOMBITh IJ1a3a BOJOI B TeUCHNE HECKOIBKUX MUHYT. CHATH
KOHTAKTHBIC JIMH3BI, €CIIH BBl HOJB3YETECh MMU M €CIH 3TO
JIETKO cJienaTh. IIpoIo/KuTh IPOMBIBaHHE TI1a3.

P310 HememieHHO 0OpaTUTBhCS B TOKCHKOJIOTHYECKHI LIEHTP
WM K Bpady.

L

BUOJOTMYECKHIA MATEPHUAJI

CeiBopotka, OJITA wmiauM remapuHM3UpOBaHHAs —IUIa3Ma
Ge3 Cie/I0B reMoiIn3a, CyTouHas Moua Ge3 KOHCEpBaHTOB.”
IMoarotoBka MO4YHM: TPOOBI  MOYH  TIepe]]  aHATH30M
HeoOxomuMo crokpatHo pasBectd 0,9% pactBopom NaCl,
a pesynbrathl yMHOXKUTH Ha 100. Ilepen m3mepennem npoOb
HEoOXOIMMO TIIATEIBHO MePEeMeIaTh.

ITpo6s1 MOTYT XpaHuThCs 10 7 cyTok mpu 2 - 8°C. Jlna Gomee
JUIMTEIBHOTO  XPaHEeHWst MpOObI  CIEAyeT  3aMOPO3HTh
npu -20°C.

TeM He MeHEe, PEKOMEHIYEeTCsl IIPOU3BOIUTH HCCIICIOBAHUS
Ha CBEKEB3ATOM OHOJNIOTHYECKOM MaTepuane!

MNPOLEAYPA ONIPEJEJIEHUSA

1-Reagent u 2-Reagent roTOBBI K HCIIOJIb30BAHHIO.

1-Reagent crieayer yCTaHOBHTh Ha INTAaTHB B IO3UIIHH

OCHOBHOTO PEarcHTa.

2-Reagent creyeT YCTaHOBHTh Ha IUTAaTHB B MO3UIIHH

CTapTOBOTO PEareHTa.

B kauecTBe ONlaHK-peareHTa pPEKOMEHIYETCs MCIONB30BaTh

JIEMOHU30BaHHYIO BOLY.

Heo0xonumpie neficTBus:

= Biolis 24i Premium: Ilpu BbImOIHEHUH aHATH30B
Ha aHaIM3aTope, BO3MOXKHO HCKa)KEHHE Pe3yNbTaTOB
AHAIU30B, BBI3BAHHOC HEPEKPECTHLIM 3arpsi3HeHHeM
mexnay pearentamu: CREATININE — BIL TOTAL,
CREATININE - CHOL, CREATININE - CK-MB,
CREATININE - URINE PROTEINS, CREATININE —
UA, CREATININE - BIL DIRECT, CK -
CREATININE, CK-MB - CREATININE, URINE
PROTEINS - CREATININE. Yro6br u3bexarb 3TOro
sddexra, crenyiite peKOMEHAALHUSIM, COAEPHKAMIUMCS
B UHCTPYKIUH
51 03 24 008 BIOLIS 24i PREMIUM_ CARRYOVER.

"  Biolis 30i: IIpn BeIMONHEHNN aHATN30B HA aHATU3ATOPE,
BO3MOJKHO ~ HCK@KEHHE  pe3y/lbTaTOB  AHAIM30B,
BBI3BAHHOC I€PEKPECTHLIM _ 3arpsi3HEHHEM  MEXIy
pearentamu: CREATININE — UA, CREATININE — BIL
DIRECT, CK - CREATININE, CK-MB -
CREATININE, GLUCOSE HEX - CREATININE,
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URINE PROTEINS - CREATININE. Yto0bI n36exarsh
3TOrO s pekra, crnemyiiTe PpEKOMEHIAIHAM,
copepkamuMess B uHCTpykiuu 51_03_24 009 _BIOLIS
30i CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI ’

CBIBOPOTKA / TINa3Ma ™I/ MKMOJIB/TT
JKSHIIUHBI 0,6-1,1 53-97
MYKYMHBI 0,7-1,3 62115
CyTOYHas MoYa MI/KT/CyT MKMOJIB/KT/CYT
HKEHIIUHBI 11-20 97171
MY)KUYHHBI 14-26 124 -230

Kaxgoit nmabGopaTopu pekOMeHAyeTcs pa3paboTaTh CBOM
COOCTBEHHBIC HOPMBI, XapaKTepHBIE Uisi 00CIeayeMoro
KOHTHHI'CHTA.

KOHTPO.JIb KAYECTBA

JUisi  BHYTPEHHErO KOHTDOJISL KauecTBa PEKOMEHIYyeTcst
HCII0Ib30BaTh KOHTpPOJbHBIE chiBOpoTkH CORMAY SERUM
HN (Kar. Ne 5-172) u CORMAY SERUM HP (Kar. Ne 5-173)
IIPY_McclenoBanuy _chiBopoTkd, 6o CORMAY URINE
CONTROL LEVEL 1 (Kar. Ne 5-161) mma LEVEL 2
(Kat. No 5-162) mpu mccieOBaHMAX MOYM, IS KaXKIOi
Cepuy U3MEPEHHH.

ﬂflﬂ KaJ'II/I6pOBKPl ABTOMAaTHU4YCCKHUX AHAJIN3aTOPOB
peKOMeHyeTCs HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177).

KammbpoBouHylo KpHUBYIO CIIEIyeT COCTaBIATh KaXITyko
nenemo (Prestige 24i, Biolis 24i Premium), mpu Kaxmoit
CMEeHe JIOTa peareHTa M B CIydae HeOOXOAMMOCTH, HAMp. €N
Pe3ynbTaThI OIpEACIICHUSA KOHTPOJIBHBIX CBhIBOPOTOK
HEC TTonmaJgarT B pCd)CpeHTHBIﬁ JAUara3oH.

XAPAKTEPUCTHUKHA ONPEJAEJIEHUA
OTH MeTPONOTHYECKHE XAPaKTEPHCTHKU OBUIH MOJTyYeHBI
NP WCMOJNB30BAaHMM  aBTOMAaTHYECKOTO  aHAIM3aTOpa
Biolis  30i. PesyneTaThl, TONyYeHHBIE Ha  JPYTHX
AHATM3aTOPaX U BPYUYHYIO, MOTYT OTJIHYATHCS.

= LoB (upexex 6aaunka): 0,01 mr/m (0,88 MxMoIib/i1)

= LoD (npeaen o0Hapy:keHus1):
0,04 mr/mn (3,54 MKMOJIB/IT)

=  LoQ (mpeaeJs KOJHYECTBEHHOTO ONpPeeTeH s ):
0,6 mr/mn (53,04 MxMoIs/)

= JluneiiHocTh: 10 17,5 Mr/an (1547 mMxmons/i)

B cnyuae Gosiee BBICOKMX KOHILEHTpalMi, mpoly ciepyer
pasbasuth 0,9% pactBopom NaCl, moBTOpHTH OmpeseneHue,
a TOJNYYCHHBIH pe3ylbTaT IIOMHOXKUTh Ha Kod(QuIueHt
pa3BeCHUs.

=  Cnemnduunocts / UnTepdepenuun

Temornobun mo 2,5 r/mn, tpuramuepuasl go 500 mr/m,
ackop6ar 1o 62 mr/nm u oummpyOuH 10 20 MI/AT HE BIHSAIOT
Ha pe3yJbTaThl ONPEEIeHNH.

=  TouHocTh

IToBTOpPSieMOCTH Cpennee SD CV
(Mexay cepusmu) n =20 [Mr/ma] | [mr/ma] | [%]
ypoBeHb 1 2,03 0,03 1,51
YpOBEHb 2 4,89 0,04 0,89

PRESTIGE 24i LQ CREATININE

Bocnpounssoaumoctb Cpennee SD CvV
(130 jiHs B ieHb) n = 80 [mr/mn] | [mr/ma] | [%]
ypoBeHb 1 2,1 0,07 3,6
YpOBeHb 2 5,0 0,14 2,7

= CpaBHeHHe MeTO/A

CpaBHeHHe pe3yIbTaToB OmpeeIeHHs KpeaTUHUHA
norydeHHsIX Ha aHanuzatope Biolis 30i (y) 1 Ha BECKMAN
COULTER AUG680 (x) ¢ ucnomb3oBanueM 62 o0pastoB
CBIBOPOTKE JAJI0 CIEIYIOIINE PE3yIbTaThl:

y=0,948 x + 0,0411 mr/m;

R =0,998 (R — K03 HHIHEHT KOPPEIISIIHH)

CpaBHeHHME  pe3ysibTaToB  ONpEICNCHUs  KpeaTHHHHA
NoJTyueHHBIX Ha aHanu3atope Biolis 30i (y) 1 Ha BECKMAN
COULTER AUG680 (x) ¢ ucnomb3oBanneM 61 o0pasios
MOYH JAJI0 CIEAYIONINE Pe3yIbTaThl:

y=0,9441 x - 0,0069 mr/m;

R =0,999 (R — K02 HHIHEHT KOPPEIISIIHH)

YTUJIU3ALUA OTXO/10B
B COOTBETCTBUH C JIOKANBHBIMU TPEOOBAHHAMH.
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PRESTIGE 241 LQ CREATININE
PROGRAM NA ANALIZATORY / APPLICATION /ATANITALIUASA:
o Prestige 24i, Biolis 24i
Item name ‘ 8 | CREA |
Data information Calibration
Units [ mg/d1 | Type [ Linear
Decimals [2 | Standard
#1 * #4
Analysis #2 * #5
Type RATE #3 #6
Main W.Lengthl 505 nm
Sub W.Length2 700 nm Normal Range
Method Jaffe Male Female
Low High Low High
Corr Serum 0.70 1.30 0.60 1.10
[ Inter | Urine
Y= X+ [ 0.000 | Plasma 0.70 1.30 0.60 1.10
CSF
Dialysis
Other
Item name | 8 | CREA |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [-0.100
Volume [ Main 37 39 [ High [ 1.350
Sample 20 | Sub 35 37
Reagent] 200 ul
Reagent2 50 Factor [Endpoint Limit [1.350
[Blank correction [1.00000 | [Linear Check (%) |20
Third Mix. [ OFF | Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Di12
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 1.350 | First
Second Low
Third Low
Item name ‘ 8 | CREA ‘
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON | [ Absorbance Range
| Lower OFF
Auto Rerun Range (Result) | Higher OFF
ON ON
Lower Higher Prozone Range \ OFF
Serum 0.04 20
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i LQ CREATININE
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Item No. 8 | Item Name CREA ‘ Optical
Data information Calibration
Units [ mg/d1 | Type [ Linear2
Decimals 2 | Std sample conc.
Blank 0 #1 [ * [#2 [ *
Analysis #3 #4 | #5
Type RATE method #6
Main Wave Length 505 nm
Sub Wave Length 700 nm
Method Jaffe
Correlation
Slope Intercept
o T B O C—
Item No. 8 | Item Name CREA [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 37 39
Kind Vol. Add Units Sub 35 37
Sample 20 5 ul
Reagent 1 200 10 ul Abs.Limit  Low High
Reagent 2 50 10 ul [-0.1 |~ [1350
Blank value Correction value
Water Blank | Blank correction 1
End Point Limit 1.350
Reaction Monitor Linear Check (%) 20
0 Level Point [1
Span [ 1.350 \ Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 8 | Item Name CREA Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0.70 1.30 0.60 1.10 Serum
Urine Urine
Plasma 0.70 1.30 0.60 1.10 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 8 | Item Name CREA [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON |
[ Lower | OFF
Auto Rerun Range (Conc.) | Higher | OFF
First Dil Low : High : -
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 0.2 25
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Di12
Other

PRESTIGE 24i LQ CREATININE
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PRESTIGE 24i LQ CREATININE
«  Biolis 30i
Item no 3 ltemname | CREA Specimen | SERUM / PLASMA / URINE OPTICAL
Data information Aspiration volume
UNITS | mg/dL |  [TYPE Double
DECIMALS | 2 |
SAMPLE | REAGENT I | REAGENT 2
Analysis [ VOL. (uL) 25 160 40
METHOD RATE method | BOTTLE (ml)
Main Wave Length 505 nm
Sub Wave Length 700 nm [ FIRST DIL. [ |
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 36 38
SUB
Blank value
* WATER __ | ° REAGENT | [ABsLIMIT
0.1 | TO 2
Calibration
TYPE | Linear 2 ‘ Collection value
STABILITY | [ END POINT [25 |
| LINEARITY CHECK (%) | 30 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
MEAN \
LOW VARIATE |
Ttem No 8 Item Name CREA Specimen | SERUM / PLASMA / URINE | OPTICAL
Reference intervals Auto rerun
MALE FEMALE | «ON | °OFF |
LOW [ HIGH LOW | HIGH
0.7 | 1.3 0.6 | 1.1 Auto rerun range (conc.)
[Re [ Value [ Dil. [ Re [ value [ Dil
Panic range | 0.6 ‘ | | 17.5 |
MALE FEMALE
LOW | HIGH LOW | HIGH Auto rerun condition (abs.)
DIL.
LOWER | °ON | -OFF
Decision limit HIGH | °ON | “OFF
MALE FEMALE
Auto rerun condition (prozone)
°ON [ «OFF |
[ SAMPLE VOL. \ |
Dilution
*DIL 1 [ °DIL 2 |
Reaction check
°ON *OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON «OFF | [ °ON | «OFF

PRESTIGE 24i LQ CREATININE
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