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PRESTIGE 24i CREA ENZYMATIC

Nr kat. 4-237, 4-437 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stezenia kreatyniny,
przeznaczony do wykonywania oznaczen 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 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 staltym poziomie,
z wyjatkiem rozlegtego uszkodzenia migsni
w wyniku wypadku lub choroby degeneracyjnej migéni.
Poziom kreatyniny we krwi i w moczu zalezy od filtracji
kiebuszkowej, wobec czego klirens kreatyniny
jest doskonatym wskaznikiem funkcji nerek.

ZASADA METODY
Metoda enzymatyczna, kolorymetryczna.

kreatynina + HoO kreatyninaza  kreqtyna

kreatyna + HoO _kreatynaza o sarkozyna + mocznik

sarkozyna + 02 + Hp0 Sksydaza sarkozynowa _ glicyna +HCHO + H202
H20: + ESPMT + 4-AA Peroksydaza - chinonoimina + 4 H2O

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

ODCZYNNIKI
Sklad zestawu
Nr Kkat. 4-237 Nr kat. 4-437
(statyw-24)  (statyw-36)
1-Reagent 6x 36,5 ml 8x21 ml
2-Reagent 6x 14 ml 8x 8 ml

Tlo$¢ testow

Prestige 24i 1070 800
Biolis 24i Premium 1070 800
Biolis 30i 1050 800

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwalo$¢ do daty waznoéci podanej na opakowaniu. Stabilno$é¢
odczynnikow  przechowywanych na poktadzie aparatu
w temp. 2-10°C: Prestige 24i — 10 tygodni, Biolis 24i
Premium — 8 tygodni.
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Stezenia skladnikéw

1-Reagent

bufor Good’a <5%
kreatynaza <5%
N-etylo-N-(3-sulfopropylo)-3-metyloanilina <5%
(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¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

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

MATERIAL BIOLOGICZNY

Surowica, mocz.

Przygotowanie moczu: Probke¢ moczu przed analiza nalezy
rozcieficzy¢

0,9% NaCl 2-10-krotnie. Wynik oznaczenia pomnozy¢
przez wspotczynnik rozcienczenia.

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

Jednak polecamy wykonywanie 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 proby zerowej nalezy uzywa¢ wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczef na analizatorze, moze wystapi¢, wplywajacy
na wyniki oznaczen efekt przeniesienia pomigdzy
odczynnikami: CREA ENZYMATIC - URINE
PROTEINS, GLUCOSE - CREA ENZYMATIC, URINE
PROTEINS — CREA ENZYMATIC. W celu uniknigcia
tego efektu nalezy zastosowac si¢ do zalecefi zawartych
w instrukcji: 51_03_24 008 BIOLIS_24i PREMIUM_
CARRYOVER.
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= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢ wptywajacy na wyniki
oznaczef efekt przeniesienia pomig¢dzy odczynnikami:
CREA ENZYMATIC — URINE PROTEINS. W celu
uniknigcia tego efektu nalezy zastosowaé si¢ do zalecen
zawartych w instrukcji: 51 _03 24 009 BIOLIS 30i_
CARRYOVER.

=  Specyficzno$¢ / Interferencje

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

=  Precyzja

p Powtarzalno$¢ (run to run) Srednia SD Ccv
WART 1 PRAWIDLOWE
08¢ 0 n=20 [mg/dl] | [mg/dl] | [%]
surowica / osocze mg/dl pmol/l poziom 1 1.6 0,01 0,42
noworodki 0,3-1,0 26,5 88,4 poziom 2 5,2 0,03 0,52
niemowleta 02-04 17,7354 Odtwarzalno$é (day to day) | Srednia | SD Ccv
- =80 [mg/dl] | [mg/dl] | [%]
d 02-08 17,7-70,7 =
aea e poziom 1 17 | 004 | 25
kobiety 0,5-1,0 442 — 88,4 poziom 2 5,2 0,09 1,8
mezezyzni 0,7-1,2 61,9 -106,1
mocz poranny mg/dl mmol/l * Poréwnanie n]l(etody . y N
. Poréwnanie wynikow oznaczen kreatyniny wykonanyc]
kobiety 292226 2,56 20,0 na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x), z uzyciem
mezezyzni 40278 3,54-24,6 61 probek surowicy, dato nastepujace wyniki:

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

KONTROLA JAKOSCI

W celu wewnetrznej 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 oznaczeh w moczu.

Do kalibracji analizatorow automatycznych Prestige 24i
oraz Biolis 24i Premium nalezy stosowa¢é CORMAY
MULTICALIBRATOR LEVEL 2 (Nr kat. 5-175; 5-177).

Do kalibracji analizatorow automatycznych Biolis 30i 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 2 tygodnie
(Prestige 24i) lub co 4 tygodnie (Biolis 24i Premium),
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. je$li warto$ci oznaczenia surowic  kontrolnych
nie mieszcza si¢ W wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

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

= LoB (granica $lepej préoby):
0,01 mg/dl (0,88 pmol/l)

= LoD (granica wykrywalnosci):
0,03 mg/dl (2,65 pmol/l)

= LoQ (granica oznaczalnosci):
0,1 mg/dl (8,84 pmol/l)

= Liniowosé:
do 27 mg/dl (2386,8 umol/l)

PRESTIGE 24i CREA ENZYMATIC

y=1,051 x - 0,0236 mg/dl;
R =0,998 (R — wspotezynnik korelacji)

Porownanie wynikow oznaczen kreatyniny wykonanych
na Biolis 30i (y) i na BS-800 (x), z uzyciem
59 probek moczu, dato nastgpujace wyniki:

y =1,0331 x + 0,0699 mg/dl;

R = 1,000 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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PRESTIGE 24i CREA ENZYMATIC

Cat. No 4-237 and 4-437 (EN)

INTENDED USE

Diagnostic kit for determination of creatinine concentration
intended to use in automatic analysers: Prestige 24i, Biolis
24i, Prestige 24i 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

Enzymatic, colorimetric method.

creatinine + H,O Creatininase o creatine

creatine + Ha0 CIeAUNASe | arcosine + urea

sarcosine + O2 + H20 %()xidase’ glycine +HCHO + H20,
2H0; + ESPMT + 4-AA PEroxidase quinoncimine dye + 4H20

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

REAGENTS
Package
Cat. No 4-237 Cat. No 4-437
(24-TRAY) (36-TRAY)
1-Reagent 6x 36.5 ml 8x21 ml
2-Reagent 6x 14 ml 8x 8 ml

The reagents when stored at 2-8°C are stable up to expiry
date printed on the package. Stability on board
of the analyser at 2-10°C: Prestige 24i — 10 weeks, Biolis 24i
Premium — 8 weeks.

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.

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.
Serum can be stored up to 1 day 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: CREA
ENZYMATIC - URINE PROTEINS, GLUCOSE -
CREA ENZYMATIC, URINE PROTEINS - CREA
ENZYMATIC. 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: CREA ENZYMATIC - URINE
PROTEINS. To avoid this  effect follow
the recommendations contained in the instruction
51_03_24 009 BIOLIS_30i_CARRYOVER.

REFERENCE VALUES 23

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.

For the calibration of automatic analysers: Prestige 24i
and Biolis 24i Premium, the CORMAY
MULTICALIBRATOR LEVEL 2 (Cat. No 5-175; 5-177)
is recommended.

For the calibration of automatic analysers Biolis 30i,
the.  CORMAY  MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
are recommended.

The calibration curve should be prepared every 2 weeks
(Prestige 24i) or every 4 weeks (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 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 umol/l)

= LoD (Limit of Detection):
0.03 mg/dl (2.65 pumol/l)

= LoQ (Limit of Quantitation):
0.1 mg/dl (8.84 umol/l)

= Linearity:
up to 27 mg/dl (2386.8 pmol/l)

= 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.

= Precision

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

level 1 1.6 0.01 0.42
level 2 52 0.03 0.52
Reproducibility (day to day) Mean SD CV
n=2380 [mg/dl] | [mg/dl] | [%]

level 1 1.7 0.04 2.5
level 2 5.2 0.09 1.8

serum / plasma mg/dl pmol/l
Components and concentrations newborns 03-1.0 26.5-88.4
gReda’gebntff ey infants 02-04 17.7-35.4

ood’s buffer <5% -

creatinase <5% children 02-08 17.7-707
N-ethyl-N-(3-sulfopropyl)-3-methylaniline <5% female 05-1.0 442 -88.4
(ESPMT) male 07-12 61.9-106.1
sarcosine oxidase <0.01% ine ( ing) /dl "
ascorbate oxidase <1% urine {morning mg mmo
detergents, stabilizers and preservatives female 29-226 2.56-20.0

male 40-278 3.54-24.6
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= Method comparison

A comparison between creatinine values determined
at Biolis 30i (y) and at ADVIA SIEMENS 1800 (x) using
61 serum samples gave following results:

y=1.051 x - 0.0236 mg/dl;

R=0.998 (R — correlation coefficient)

PRESTIGE 24i CREA ENZYMATIC

A comparison between creatinine values determined
at Biolis 30i (y) and at BS-800 (x) using
59 urine samples gave following results:

y=1.0331 x + 0.0699 mg/dl;

R =1.000 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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PRESTIGE 24i CREA ENZYMATIC

Kar.Ne 4-237 u 4-437 (RUS)

MPEIIOJIATAEMOE UCITIOJIb30BAHUE
JlnarHOCTHYECKHi HAabOp JUIS ONpEAENeHNs KOHICHTPALUH
KpeaTHHHWHA, TIpEIHA3HAYCH pioi:s HCMIOJIb30BaHUS
Ha aBTOMATHYECKHX aHanu3aropax: Prestige 24i, Biolis 24i,
Prestige 24i Premium, Biolis 24i Premium u Biolis 30i.
PeareHThl JOKHBI HCIIOJIB30BATHCS TOJIBKO JUIS AHArHOCTHKH
in vitro, KBaTH(QHIMPOBAHHBIM J1A0OPATOPHBIM [IEPCOHAIIOM,
B Hesx, JJIs KOTOPBIX OHH TIpeIHa3HA4YCHBI,
B COOTBETCTBYIOIIMX JIAOOPATOPHBIX YCIOBHUSX.

BBEJIEHUE

KpeatnHuH — 970 IpoAyKT He(hepPMEHTATHBHOM JETHAPATALINN
KpeaTHHa B CKEJeTHBIX Mblunax. KomudecTso kpearnHuna
TeHepUpyeMoe, W BBIJICISAEMOE ITOYKaMH, TPONOPIHOHAIBHO
MBIIIEYHON Macce ¥, OOBIYHO BBINIC Yy MYXYHH, HYeM
y okenmuH. CyToyHoe  BBbIIEJICHHE KpeaTHHHMHA -
OTHOCHTENIBHO TOCTOSIHHAs BEJIMYHMHA, 33 HCKIIOUEHHEM
TSDKEIBIX DPaHEHWH, WIM JereHepaTUBHBIX 3a00NCBaHMIA,
KOTOpBIE ~ BBI3BIBAIOT ~MAaCCHBHOE MOBPEXKICHHE  MBIIIIL.
VYpoBeHb  KpeaTHHHHa B KPOBU U MOYE  3aBUCHT
OT KIIyOOYKOBOH (DMIIBTPALMH, OITOMY KPEATHHHH CIIY>KHT
MPEKPACHBIM MHIUKATOPOM (YHKIMOHATBHOTO COCTOSHHUS
HOYeK.

MNPUHIUII METOJA

OH3UMaTHIECKHi{, KOIOPUMETPUIECKUI METOI.

KpeaTHHUH + HyQ  XPeamimmias o yneaTiH

kpeatut + HyQ KR o capKo3uH + MOYEBHHA

capkosuH + O + HyO_ctwommorenian o riypn +HCHO + H202
2H,0; + ESPMT + 4-AA _1epoxemant o gppnonemut + 4H,0

VHTEHCHBHOCTD OKPAcKH, m3MepsieMas IpH 546 HM, ImpsaMo
TIPONIOPIHOHAIBHA KOHICHTPATMN KPEAaTHHWHA.

PEATEHTbBI
CocraB Ha0opa
Kar. Ne 4-237 Kar. Ne 4-437
(mraTus-24) (mrraTuB-36)
1-Reagent 6x 36,5 M 8x21 M
2-Reagent 6 x 14 mn 8 x 8 M

Ilpu  Temmeparype  2-8°C,  peareHTHl  COXpPAaHSIOT
CTaOWIBHOCTD B TEUCHHE BCETO CPOKA FOJHOCTH, YKa3aHHOTO
Ha ymakoBke. CrabwibHOCTP Ha OopTy aHammM3aTopa
npu Temmeparype 2-10°C coctapuser: amsa Prestige 241 —
10 nenens, nus Biolis 24i Premium — 8 Henens.

KonueHTpauun KOMIIOHEHTOB B peareHrxax

1-Reagent

Oydep 'yma <5%
KpeaTrHnHaza <5%
N-a1Hn-N-(3-cynbhonporn)-3-MeTHIaHHIHH <59
(ESPMT) -

PRESTIGE 24i CREA ENZYMATIC

CapKO3MHOKCHAA3a <0,01%
ackopbarokcuaasa <1%
JIeTEePreHThl, CTAOWIIN3aTOPbI 1 KOHCEPBAHTHI

2-Reagent

Oydep I'yna <5%
KpeaTHHa3a <1%
TepoKcHIasa <5%
aMUHO-4-aHTUIHPUH (4-AA) <0,01%

CTaﬁnnmaTopm Y KOHCEPBAHTBI

ITpenocTepe:xkennsi H NpUMeYAHUS

- l'[pe}:(oxpaHﬂTL oT TIPSIMBIX COJIHCYHBIX nyqeﬁ
U 3arpsi3HeHus !

* BHHMMaTenbHO MpOYHMTAWTE MHACHOPT  OE30MacHOCTH
xumudeckoi npoxykiun (MSDS), koTopblii comepxuT
noApoOHyl0 HMHGOPMAIMIO O TIpaBHIax Oe30macHOro
XPaHEHUS ¥ UCIIOIb30BaHUS TOBapa.

BUOJOTMYECKHIA MATEPHUAJI

ChIBOPOTKA HIIH MOYA.

T[IpuroToBIeHHe MOYM: TIepe MPOBEICHHEM aHAM3a 0Opaser
Moun HeoOxomumo passectu 0,9% NaCl B 2-10 pas,
a pe3ysIbTaT aHalN3a YMHOXHUTh Ha KO3(QGOUIMEHT pa3BeneHNUs.
[Tpo6er Moun MoryT xpaHuThes 10 1 aus mpu 20-25°C mmbo
4 cytok nipu 2-8°C.

Jlnst Gonee AMUTENBHOTO XPAaHEHHUs TPOOBI CIIEAYET 3aMOPO3HTh
npu -20°C.

ITpoGbl CHIBOPOTKM MOTYT XpaHuThest 10 1 mHs mpu 2-8°C.
Jlnst Gonee AMTENBEHOTO XpaHEeHUs IPOOBI ClIeyeT 3aMOPO3UTh
npu -20°C.

Tem He MeHee, PEKOMCHIYETCsI [POU3BOAUTH UCCIICHOBAHHS
Ha CBEXKEB3ATOM OUOJIOTHYeCKOM MaTepuae!

HMPOLEIYPA OITIPEJAEJIEHUA

1-Reagent u 2-Reagent roToBbI K HCIIOJIE30BAHHIO.

1-Reagent cieayer yCTaHOBHTh Ha IUTATUB B IO3MLHU

OCHOBHOT'O PEarcHTa.

2-Reagent cieayer yCTaHOBHTh Ha INTaTHB B MO3HIMH

CTapTOBOI'O PEarcHTa.

B kadecTBe OJIaHK-peareHTa peKOMEH/yeTCs HCII0Ib30BaTh

JICHOHU30BaHHYIO BOTY.

Heo0xonumpie nefcTBus:

= Biolis 24i Premium: IIpu BBHINIOJHEHWH aHAM30B
Ha aHAIU3aToOpe, BO3MOXHO HCKKEHHE Pe3ylIbTaTOB
AHAIU30B, BBI3BAHHOEC HEPEKPECTHLIM 3arpsi3HeHHeM
mexnay pearentamn CREA ENZYMATIC — URINE
PROTEINS, GLUCOSE - CREA ENZYMATIC, URINE
PROTEINS — CREA ENZYMATIC. Yto0bl u30exkaTh
3TOro s¢dexra, cnenyiire PEKOMEHALHSM,
coJIepKaIuMCs B HMHCTPYKIHH
51 03 24 008 BIOLIS 24i PREMIUM CARRYOVER.

=  Biolis 30i: [Ipu BbInOJIHEHNH aHAIN30B HA AHAIU3ATOPE,
BO3MOXKHO ~ MCK@XEHHME  DPE3ylbTaToOB  aHAJIM30B,
BBI3BAHHOE IEPEKPECTHBIM _ 3arpsisHEHHEM  MEXIy
pearentramu: CREA  ENZYMATIC - URINE
PROTEINS.
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Yrobsr  m3bexxkath  3Toro  addexra,  ciemyiite
PEKOMCHIALMSM, — COACPIKAIMMMCS B MHCTPYKLHMH
51_03_24_009_BIOLIS 30i_CARRYOVER

PE®EPEHTHBIE BEJIMYUHBI >3

= Cnenudpuunocts / Untepdepenuun

Iemorno6un 1o 5 r/mi, ackopOHHOBas KuciaoTa 10 62 mr/x,
Oommupyoun o 20 wmr/mi, tpurauuepuasl g0 1000 mr/mn
u kpeatud 10 20 MI/[I B CBIBOPOTKE KPOBU WIM B MOYH
He BIHAIOT Ha Pe3yJIbTAThI ONPECICHUH.

Kaxzgoit mabopaTopun pEeKOMEHIYeTCs YCTaHOBHTb CBOU
COOCTBEHHBIC HOPMBI, XapaKTepHBIE sl 00CIeayeMoro
KOHTHHI'CHTA.

KOHTPO.JIb KAYECTBA

Jlnd  BHYTPEHHEro KOHTDONISI KauecTBa PEKOMEHIyeTcst
HCIONB30BaTh KOHTpOnbHEIE chiBOpoTkH CORMAY SERUM
HN (Kar. Ne 5-172) u CORMAY SERUM HP (Kar. Ne 5-173)
IIPH_MccleoBaHuy _chiBopoTkd, 1160 CORMAY URINE
CONTROL LEVEL 1 (Kar. Ne 5-161)
wi LEVEL 2 (Kar. Ne 5-162) mpu McclieIoBaHUSX MOYH,
JUISL K&XKJ0H Cepuu U3MEpEeHuil.

Jlnst kanuOpOBKY aBTOMAaTHYECKHUX aHAIM3aTOpOB Prestige 241
u Biolis 24i Premium pexkoMeHIyeTcs HCHOIb30BaTh
CORMAY MULTICALIBRATOR LEVEL 2 (Kar.Ne 5-175,
5-177).

Jlna kanmOpOBKHM aBTOMAaTHYECKMX aHamm3atopos Biolis 30i
pEeKOMeHyeTCs HCTIOJIb30BaTh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174; 5-176)
n LEVEL 2 (Kar. Ne 5-175; 5-177).

KammbpoBouHylo KpHBYIO CIELyeT COCTaBIATh —KayKIble
2  wmememn  (Prestige 24i) wmmm  kaxkaele 4 Hexenu
(Biolis 24i Premium), mpu KaxxI0ii CMEHE JIOTa PEarcHTOB
M B cClydae HEOOXOAMMOCTH, Hamp., €CIHM Pe3yIbTaThl
OIPE/CICHHST KOHTPOIBHBIX ~CBIBOPOTOK HE IOMNAJar0T
B pedpepeHTHBII AHana3oH.

XAPAKTEPUCTHUKH ONPEAEJIEHUS

DTH METPOJIOTHYECKHE XapaKTEPHUCTHKU OBUIN MOJTYYCHBI IPU
HCIIONIB30BAHUHM ABTOMATUYECKOro anaiu3aropa Biolis 30i.
PesynbrarTel, TNONyYeHHBIC HAa  JPYrHX — aHAIM3aTOpax
U BPYUHYIO, MOTYT OTJIMYAThCSL.

= LoB (npeaen 6;1anKa):
0,01 mr/a (0,88 MKMOJIB/TT)

= LoD (npenen o0Hapy:keHus1):
0,03 mr/m1 (2,65 MkMOIIB/ 1)

=  LoQ (mpeaeJ KOJH4YECTBEHHOTO ONPeIeTeH s ):
0,1 mr/mn ( 8,84 MKMOIIB/IT)

= JluHeiiHOCTH
110 27 mr/mi (2386,8 MKMOJIB/T)

PRESTIGE 24i CREA ENZYMATIC

CHIBOPOTKA / MJIa3Ma MI/11 MKMOJIB/J

HOBOPOXK/ICHHbBIC 0,3-1,0 26,5 — 88,4 : Tol"llltl)(:r?}’memocn Cpennee SD Cv
MIIGACHIIEI 02-04 17,7354 (mexy cepusimu) n = 20 [mr/mn] | [mr/ma] | [%]
netn 02-0,8 17,7-170,7 ypOBeHb 1 1,6 0,01 0,42
SKECHIIMHBI 0,5-1,0 442884 YpOBeHb 2 5,2 0,03 0,52
I — 0,7-12 61,9 106,1 (l;;’:’;f{;"fzg:r)“;"f;o C[ﬁif;fle [Mf/[;m] [Co/:g
Mo4a (YTpeHHsIs1) M/ MMOJIB/J ypoBeHs 1 1,7 0,04 2,5
JKEHIIUHBI 29226 2,56 20,0 YpOBEHb 2 52 0,09 1,8
MY KYHUHbI 40 -278 3,54 24,6

= CpaBHeHHe MeTOJA

CpaBHEHHE  pe3y/IbTaTOB  ONPEJACICHHSA  KPEATUTHHHHA,
NMPOM3BEJCHHBIX ~Ha  aHamu3atopax  Biolis  30i  (y)
u ADVIA SIEMENS 1800 (x) mis 61 obGpaser ChIBOPOTKH
JIaJIo CIIE/YIONINE PE3yIbTaThL:

y= 1,051 x - 0,0236 mr/mr;

R =0,998 (R — K03 DHUIHEHT KOPPEISAIIH)

CpaBHEHHME  pPe3y/bTaToOB  OIpEICNCHUS  KPCaTHTUHHHA,
NMpPOM3BECHHBIX Ha  aHamu3atopax  Biolis  30i  (y)
u BS-800 (x) must 59 obpasenm Moy Jano CIEAYIOLIHe
Ppe3yibTaThl:

y=1,0331 x + 0,0699 mr/a;

R =1,000 (R — k03 HIMEHT KOppETAIIH)

YTUWIN3ALUA OTXOJ0B
B coOTBETCTBHH C TOKaTBHBIMU TPEOOBAHUSIMH.
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= Prestige 24i Premium, Biolis 24i Premium

PRESTIGE 24i CREA ENZYMATIC

PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIMS pasi:

=  Prestige 24i, Biolis 24i

Item name [ 69 | Crea Enz \
Data information Calibration
Units [ mg/dl | Type [ Linear
Decimals |2 | Standard
#1 * #4
Analysis #2 #5
Type END #3 #6
Main W.Lengthl 546
Sub W.Length2 800 Normal Range
Method Male Female
Low High Low High
Corr Serum 0.7 1.2 0.5 1.0
[ Inter \ Urine 40 278 29 226
Y=[1000 | X+ [ 0.000 Plasma 0.7 1.2 0.5 1.0
CSF
Dialysis
Other
Item name [ 69 | Crea Enz |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 52 54 | High | 3.000
Sample 8 [ sub 28 30
Reagentl 180 ul
Reagent2 60 Factor |Endp0int Limit |2.000
[Blank correction [0.7581 | |Linear Check (%) 0
Third Mix. [ OFF | Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Dil2
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span [ 3.000 | [ First
Second [Low
Third [Low
Item name \ 69 \ Crea Enz \

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 0.08 25.5
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i CREA ENZYMATIC
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Item No. 69 Item Name Crea Enz [ Optical
Data information Calibration
Units [ mg/di | Type [ Linear1
Decimals [2 | Std sample conc.
Blank 0 #1 [ * [ #2 \
Analysis #3 #4 [ #5
Type END method #6
Main Wave Length 546 nm
Sub Wave Length 800 nm
Method
Correlation
Slope Intercept
Y=11 X+ 10
Item No. 69 Item Name Crea Enz \ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 50 52
Kind Vol. Add Units Sub 28 30
Sample 8 5 ul
Reagent 1 180 10 ul Abs.Limit  Low High
Reagent 2 60 10 ul [-0.1 |~ [2
Blank value Correction value
Water Blank | Blank correction 0.7581
End Point Limit 2
Reaction Monitor Linear Check (%) 0
0 Level Point [1 \
Span |3 | Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 69 Item Name Crea Enz \ Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0.7 1.2 0.5 1.0 Serum
Urine 40 278 29 226 Urine
Plasma 0.7 1.2 0.5 1.0 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 69 Item Name Crea Enz \ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON
[ Lower | OFF
Auto Rerun Range (Conc.) | Higher | OFF
. . Low High
First Dil - - L
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 0.08 24
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 100:Dil2
Other

PRESTIGE 24i CREA ENZYMATIC
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PRESTIGE 241 CREA ENZYMATIC
=  Biolis 30i
Item no 69 Item name CREA ENZ Specimen | SERUM /URINE OPTICAL
Data information Aspiration volume
UNITS [ mg/dL \ [ TYPE [ Double
DECIMALS | 2 |
SAMPLE REAGENT | | REAGENT 2
Analysis [ VOL. (uL) 8 180 60
METHOD END method [ BOTTLE (ml)
Main Wave Length 546 nm
Sub Wave Length 800 nm [ FIRST DIL. |
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 51 53
SUB 26 28
Blank value
«WATER | ° REAGENT | [ ABS LIMIT
0.1 | TO 2
Calibration
TYPE | Linear 2 ‘ Collection value
STABILITY | [ END POINT [ 25 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
LOW VARIATE
Item No 69 Item Name CREA ENZ Specimen [ SERUM/URINE OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ “ON [ °OFF |
LOW [ HIGH LOW [ HIGH
0.7 | 1.2 0.5 | 1 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re | Value | Dil.
Panic range 0.1 ‘ | | 27
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 CREA ENZYMATIC

Data wydania / Date of issue / lata co3nanus: 04.2021.
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