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PRESTIGE 241 LACTATE

Nr kat. 4-386, 4-466 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia mleczanow,
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

Mleczany powstaja w cyklu kwasu mlekowego, gtownie
w migéniach szkieletowych w wyniku beztlenowej przemiany
glukozy. Oznaczenie mleczanéw jest czgsto wykonywane
razem z oznaczeniem pirogronianu. Wykorzystywane jest ono
w diagnozowaniu kwasicy mleczanowej spowodowanej
m.in.  obnizonym natlenieniem tkanki, niedoborami
enzymatycznymi, cukrzyca, chorobami nerek i watroby.

ZASADA METODY

Mleczan utleniany jest przez oksydaz¢g mleczanowa
do pirogronianu i nadtlenku wodoru, ktory w obecnosci
peroksydazy (POD) reaguje z 4-aminoantypiryna i fenolem
tworzac barwny zwigzek. Intensywno$¢ zabarwienia
powstatego kompleksu jest proporcjonalna do stezenia
mleczanéw w badanej probcee.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-386  Nr kat. 4-466
(statyw-24) (statyw-36)

1-Reagent 2x19,5ml 2x17,5ml
Tlo$¢ testow

Prestige 24i 110 100
Biolis 24i Premium 110 100
Biolis 30i 110 100

Odczynnik nieotwierany przechowywany w temp. 2-8°C
zachowuje  trwalo§¢ do daty waznosci  podanej
na opakowaniu. Stabilno§¢ odczynnikow przechowywanych
na pokladzie aparatu w temp. 2-10°C: Prestige 24i -
12 tygodni, Biolis 24i Premium - 12 tygodni.

Stezenia skladnikéw w odczynniku

bufor Tris (pH 7,5) > 50 mmol/l
oksydaza mleczanowa >0,2kU/
peroksydaza >2kU/N

4-aminoantypiryna > 0,4 mmol/l

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

=  Nie zamraza¢ odczynnika!

= Nie uzywac¢ po uplywie daty waznosci.
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= Pojawienie si¢ zmgtnienia lub wyniki oznaczen surowic
kontrolnych poza wyznaczonym zakresem moga
wskazywacé na niestabilno$¢ odczynnika.

= Stezenie mleczanow wzrasta gwattownie podczas wysitku
fizycznego. Normalny poziom zostaje ponownie
osiagniety zazwyczaj po 30 minutach, ale jest to cecha
indywidualna.

=  Unika¢ uzywania opaski uciskowej! Krew nalezy pobraé¢
przy jak najmniejszym ucisku stazy (max. 30 sekund)
od pacjenta na czczo, w pozycji spoczynkowej.

MATERIAL BIOLOGICZNY

Osocze. Probki bez §ladow hemolizy.

Probke krwi nalezy pobra¢ do proboéwki zawierajacej fluorek
sodu i szczawian potasu. Probki trzymaé w lodzie. Odwirowaé
w ciggu 15 minut od pobrania, oddzieli¢ osocze od czgsci
morfotycznych.  Niezwlocznie  przeprowadzi¢  analizg.
Odnotowac¢ czy pobrano probke krwi tetniczej czy zylnej.

Przy pobieraniu i dalszym postgpowaniu z probka nalezy
stosowac¢ procedury NCCLS.

Mleczany w osoczu zachowuja stabilno$¢ do 8 godzin
w temp. pokojowej i do 14 dni w temp. 2-8°C.

Jednak polecamy wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent jest gotowy do uzycia.

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

Do wykonania proby zerowej nalezy uzywaé wody

dejonizowane;.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczef na analizatorze, moze wystapi¢ wplywajacy
na wyniki oznaczen efekt przeniesienia pomigdzy
odczynnikami: LACTATE — ALAT (II GEN). W celu
uniknigcia tego efektu nalezy zastosowac si¢ do zalecen
zawartych w instrukcji:  51_03_24_008_BIOLIS_24i_
PREMIUM_CARRYOVER.

= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢ wptywajacy na wyniki
oznaczen efekt przeniesienia pomigdzy odczynnikami:
LACTATE — CRP ULTRA. W celu uniknigcia tego
efektu nalezy zastosowaé si¢ do zalecen zawartych w
instrukeji: 51_03_24_009_BIOLIS_30i_ CARRYOVER

WARTOSCI PRAWIDLOWE ?

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).

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 12 tygodni
(Prestige 24i, Biolis 24i Premium), przy kazdej zmianie serii
odczynnika lub w razie potrzeby np. jesli wartosci oznaczenia
surowic kontrolnych nie mieszcza si¢ w wyznaczonym
zakresie.

CHARAKTERYSTYKA OZNACZENIA

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

= LoB (granica Slepej préoby):
0,07 mg/dl (0,0078 mmol/1)

= LoD (granica wykrywalnosci):
0,17 mg/d1 (0,0189 mmol/1)

= LoQ (granica oznaczalnosci):
1,40 mg/dl (0,1554 mmol/l)

=  Liniowo$¢:
do 139 mg/dl (15,43 mmol/l)

Dla  wyzszych  stezen  probke nalezy  rozciefnczyé
0,9% roztworem NaCl, oznaczenie powtorzy¢, a wynik
pomnozy¢ przez wspotczynnik rozcienczenia.

=  Specyficzno$¢ / Interferencje

a) W probkach osocza zawierajacego ok. 12 mg/dl mleczanow
na wyniki oznaczenia nie wplywaja: hemoglobina
do 023 g/dl, bilirubina do 8 mg/dl, trojglicerydy
do 337 mg/dl, kwas askorbinowy do 15,5 mg/I.

b) W probkach osocza zawierajacego ok. 40 mg/dl
mleczandéw, na wyniki oznaczenia nie wptywaja: hemoglobina
do 1,25 g/dl, bilirubina do 10 mg/dl, trojglicerydy
do 1000 mg/dl, kwas askorbinowy do 62 mg/I1.

= Precyzja

osocze (krew zylna) 4,5-19,8 mg/dl 0,5 —2,2 mmol/l

osocze (krew tetnicza) | 4,5 — 14,4 mg/dl 0,5 —1,6 mmol/l

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

str. / page / ctp. 1/9

51_03_05_047_01

Powtarzalno$¢ (run to run) Srednia SD CvV
n=20 [mg/dl] | [mg/dl] | [%]
poziom 1 8,8 0,08 0,92
poziom 2 424 0,30 0,70
Odtwarzalnosé (day to day) | Srednia SD CV
n=_80 [mg/dl] | [mg/dl] | [%]

poziom 1 9,1 0,37 4,1
poziom 2 40,4 0,93 2,3

=  Poréwnanie metody

Porownanie  wynikow  oznaczen st¢zenia mleczandw
otrzymanych na Biolis 30i (y) i na BS-400 (x),
z uzyciem 58 probek osocza, dato nastgpujace wyniki:

y = 1,035 x — 0,3969 mg/dl;

R=10,999 (R — wspdtezynnik korelacji)

PRESTIGE 24i LACTATE

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.

LITERATURA

1. Tietz Textbook of Clinical Chemistry (Edited by Burtis
CA and Ashwood ER Eds): Third Edition WB Saunders
Company 787-8, (1999).

2. Alan H. B. Wu, Tietz Clinical Guide to Laboratory Tests,
W.B. Saunders Company, 4th edition, 650-652, (2006).
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PRESTIGE 241 LACTATE

Cat. No 4-386, 4-466 (EN)

INTENDED USE

Diagnostic kit for determination of lactate concentration
intended to use in automatic analyzers: 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

Lactate is produced in Cori cycle, by anaerobic conversion
of glucose, mainly in skeletal muscle. Its determination,
frequently done together with pyruvate, is useful
in discovering lactic acidosis due to i.a. reduced tissue
oxygenation, enzymatic deficiencies, diabetes mellitus, liver
and kidneys diseases.

METHOD PRINCIPLE

Lactate is oxidized by lactate oxidase to pyruvate
and hydrogen peroxide, which, in presence of peroxidase
(POD), reacts with 4-aminoantipirine and phenol forming
a compound, which colour intensity is proportional
to the concentration of lactate in the examined sample.

REAGENTS
Package
Cat. No 4-386 Cat. No 4-466
(24-TRAY) (36-TRAY)
1-Reagent 2x19.5 ml 2x17.5ml

Unopened reagent is stable up to the kit expiry date printed
on the package when stored at 2-8°C. Stability on board
of the analyser at 2-10°C: Prestige 24i - 12 weeks,
Biolis 24i Premium - 12 weeks.

Concentrations in the test

Tris buffer (pH 7.5) > 50 mmol/l
lactate oxidase >0.2kU/
peroxidase >2kuU/

4-aminoantipyrine > 0.4 mmol/l

‘Warnings and notes

=  Protect from direct sunlight and avoid contamination!

= Do not freeze the reagent!

= Do not use after expiry date.

=  The appearance of turbidity or control sera values outside
the manufacturer’s acceptable range may indicate
of the reagents instability.

= Lactate concentration rapidly increases during physical
activities. Normal levels are reached again after usually
30 minutes but it may vary according to individuals.

= Draw blood with lowest venous stasis as possible
(max. 30 seconds) from fasting and completely resting
patient and avoid using a tourniquet.

PRESTIGE 24i LACTATE

SPECIMEN

Plasma. Avoid haemolysis.

Collect samples in tubes containing sodium fluoride
and potassium oxalate. Keep samples on ice. Centrifuge
within 15 minutes after collection and separate from cells.
Analyze promptly. Note whether sample is venous or arterial.
It is recommended to follow NCCLS procedures regarding
specimen collecting and handling.

Lactate in plasma is stable up to 8 hours at room temperature
or up to 14 days at 2-8°C.

Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1-Reagent is ready to use.

1-Reagent put on basic 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: LACTATE —
ALAT (I GEN). 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: LACTATE — CRP ULTRA. To avoid
this effect follow the recommendations contained in the
instruction 51_03_24 009 _BIOLIS_30i_CARRYOVER.

REFERENCE VALUES ?

= LoD (Limit of Detection):
0.17 mg/dl (0.0189 mmol/1)

= LoQ (Limit of Quantitation):
1.40 mg/dl (0.1554 mmol/l)

= Linearity:
up to 139 mg/dl (15.43 mmol/l)

For higher concentration dilute the sample with 0.9% NaCl
and repeat the assay. Multiply the result by dilution factor.

=  Specificity / Interferences

a) In plasma samples containing approximately 12 mg
lactate/dl, there is no interference up to: 0.23 g/dl
haemoglobin, 8 mg/dl bilirubin, 337 mg/dl triglycerides,

15.5 mg/1 ascorbic acid.

b) In plasma samples containing approximately 40 mg
lactate/dl, there is no interference up to: 1.25 g/dl
haemoglobin, 10 mg/dl bilirubin, 1000 mg/dI triglycerides,

62 mg/1 ascorbic acid.

=  Precision

Repeatability (run to run) Mean SD CV
n=20 [mg/dl] | [mg/dl] | [%]
level 1 8.8 0.08 0.92
level 2 42.4 0.30 0.70
Reproducibility (day to day) Mean SD CV
n=_80 [mg/dl] | [mg/dl] | [%]

level 1 9.1 0.37 4.1
level 2 40.4 0.93 2.3

plasma (venous) 4.5-19.8 mg/dl | 0.5-2.2 mmol/l

plasma (arterial) 4.5-144mg/dl | 0.5—1.6 mmol/l

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 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 12 weeks
(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 automatic
analyser Biolis 30i. Results may vary if a different instrument
or a manual procedure is used.

= LoB (Limit of Blank):
0.07 mg/dl (0.0078 mmol/1)
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= Method comparison

A comparison between lactate values determined at Biolis 30i
(y) and at BS-400 (x) using 58 plasma samples gave following
results:

y=1.035 x — 0.3969 mg/dl;

R =0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i LACTATE

LITERATURE

1. Tietz Textbook of Clinical Chemistry (Edited by Burtis
CA and Ashwood ER Eds): Third Edition WB Saunders
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PRESTIGE 241 LACTATE

Kar.Ne 4-386, 4-466 (RUS)

MNPEANOJATAEMOE UCITOJIb30BAHUE
JInarHocTHYecKnii HabOp VIS ONpENESICHHsT KOHLEHTPALHH
JIaKTaTa, TIpEeIHa3HAYCH JUIS HMCITOJIb30BAHUSA
Ha aBTOMATHYECKHX aHanu3aropax: Prestige 24i, Biolis 24i,
Prestige 24i Premium, Biolis 24i Premium u Biolis 30i.
PeareHTbl JOJGKHBI MCIOJIB30BATHCS TOJIBKO JUIs JHATHOCTUKA
in vitro, KBaIM(HUIMPOBAHHBIM JTA0OPATOPHBIM IEPCOHATIOM,
B Hesx, JJIs KOTOPBIX OHH TIpeIHa3HA4YCHBI,
B COOTBETCTBYIOIIMX JIA00PATOPHBIX YCIOBHSX.

BBEJIEHUE

Jlaktar TpOaymUupyeTCd B  IHUKIC KOpH TIOCPEICTBOM
aHa’pOOHON KOHBEPCHMM TJIIOKO3bl, TJIABHBIM  00pas3oM,
B CKENETHBIX MpInnax. OmpeselieHne JakTaTa, HEpeaKo
B COBOKYITHOCTH C ITHPYBAaTOM, TIIO3BOJIACT 06Hapy){<m‘s

JIAKTaTHBIN anuaos, 06yCJ‘I0BJ‘IeHHLI]7[ CHMKCHHBIM
cHabXeHneM TKaHeH KHUCJIOpPOJIOM, HapylmICHUAMA
AKTUBHOCTH (bepMeHTOB, CaxapHbIM nnaberom,

3a00JIeBaHUSIMH TIEYCHH | TIOYCK.

IMPUHIMAITI METOJA

JlaktaT = OKMCUAETCA ~ JTAKTAaTOKCHAA30H  J0  MHpyBaTa
¥ TIEPEKHCH BOJIOPO/IA, KOTOPBIH B PUCYTCTBUM HEPOKCHIA3BI
(POD) pearupyer ¢ 4-aMHHOAHTUITHPHHOM H (pEHOIIOM,
00pa3sys KOMILIEKC, HHTEHCHBHOCTb OKPAUIMBAHUS KOTOPOTO
TPOTIOPIMOHABHA KOHIIEHTPAIIMH JIAKTaTa B aHATH3UPYEMOM
obpaste.

PEATEHTbBI
Cocras Habopa
Kar.Ne 4-386 Kart.Ne 4-466
(mrraTuB-24) (mrraTuB-36)
1-Reagent 2x 19,5 mn 2x 17,5 mn

Ipu Temneparype 2-8°C, peareHT COXpaHseT CTabHIBHOCTh
B TCYCHHE BCCIrO CPOKa rOAHOCTH, YKA3aHHOT'O Ha YITAaKOBKE.
CrabunpHocTh  Ha OopTy amammszatopa npum  2-10°C
cocrasisier: i Prestige 24i - 12 nenens, mis Biolis 24i
Premium - 12 Henens.

KoHueHTpanun KOMIIOHEHTOB B pearenre

Bydep Tpuc (pH 7,5) > 50 MMoIIB/IT
JlakTarokcuaasza >0,2 kEn/n
Ilepokcuaasa >2kEn/n
4-aMMHOQHTUIIUPUH >0,4 mMMomB/I

Ipenocrepexenus: 1 NPUMeYaAHHS

= TIlpemoxpaHaTb  OT  HPAMBIX  COIHEYHBIX  Jyd4eil
W 3arpsi3HeHHs!

=  He 3amopaxuBaTh peareHral

= He ucrions30BaTh 10 HCTEYSHHH CPOKA TOJTHOCTH.

= JloMyTHEHHE PacTBOPOB WMJIM HEMOMAJaHUE PE3yIbTaTOB
M3MEpEHN KOHTPONBHOTO MaTepuana B pedepeHTHHII
JIMara3oH, PEeKOMEH/IOBaHHbIH NIPOU3BOJUTEINIEM,
YKa3bIBa€T HA HECTAOMILHOCThH pearcHToB.

PRESTIGE 24i LACTATE

= KoHuenrpauus  nakrara  ObICTPO  yBEJIMYMBAETCS
B pe3ynbrare  (DU3HYECKON  aKTUBHOCTH. JlaHHBII
[OKa3aTelb M3MEHACTCS [0 HOPMAIBHOTO 3HAYCHHS
B TEYCHHWE TOJNydaca, HO JAHHOE BpPEMsA MOXeET
pa3nuvaTeCA B 3aBUCHMOCTH OT MCT660HH3M3 ManqueCHTOB.

= 3a00p KPOBU OCYLIECTBISTH C MHHUMAJIBHO BO3MOXHBIM
BpeMEHEeM cTa3a BeHbl (He Oonee 30 cek.) y MalUeHToB
HATOLIAaK M HAaXOJALIMXCS B paccrallieHHOH mose.
W36erath UCNoNb30BAHUS JKIyTa.

BUOJIOTMYECKUMA MATEPHAT

[Ina3ma. M3berarb remonusa.

CoOpatp 00pa3sibl KpOBH B HPOOUPKH, comepikamue GTopum
HaTpus " oKcanat Kaus. }lepmaTL Ha RIIVA
OrtuentpudyrupoBath B TeueHHE 15TH MHHYT mociie cOopa,
OTACIUTh  IUIA3My  OT  KIETOK,  HEe3aMe/UTHTEIbHO
TIPOTECTUTPOBATH. Haunectu TIOMETKY B 3aBUCUMOCTHU OT TUIIa
KPOBH - BEHO3HAsI I apTepHalbHasl.

l_[pI/I B3ATUN 6I/IOJTOFI/I‘I€CKOFO Marepuaila H I[aJ'IBHCﬁIHeﬁ
pabote C HHM pPEKOMEHAYeTCs COONIOJIeHHEe MpoLeIyp
NCCLS.

Jlaktar B ruasme crabmieH 1o 8 4acoB NpHU KOMHATHOM
TeMneparype Wi 1o 14 gueii mpu 2-8°C.

Tem He MeHee, PEKOMEHAYETCS MPOBOJIUTH HCCIIEIOBAHHS
Ha CBEKEB3SITOM OHOJIOrHYECKOM MaTepuae!

HMPOLEIYPA OITPEJAEJIEHUA

1-Reagent roToB K HCHOJB30BAHHIO.

1-Reagent cieayer yCTaHOBHTh Ha IUTATUB B IO3MLHU

OCHOBHOTO PEareHTa.

B kayecTBe OmaHK-peareHTa PEeKOMEHIYETCS HCIONb30BATh

JICHOHU30BaHHYIO BOTY.

Heo0xoauMmble aeiicTBusi:

= Biolis 24i Premium: IIpu BHINOTHEHNH aHATN30B
Ha aHamM3aTope, BO3MOXKHO HCKa)XEHHE Pe3ylbTaToB
QHAIN30B, BBI3BAHHOC HEPEKPECTHLIM 3arpsi3HeHHeM
mexnay pearentamu: LACTATE — ALAT (II GEN).
Urobsl  m3bexatb  ororo  dbdekra,  cuemyiite
PEKOMEHIANMAM,  COJIEP)KAIMMCA B MHCTPYKIMH
51 03_24 008 BIOLIS 24i PREMIUM_CARRYOVER.

=  Biolis 30i: IIpu BeIMONHEHNN aHATN30B HA aHATU3ATOPE,
BO3MOXKHO ~ MCK@KEHHME  PE3ylbTaToB  aHAJM30B,
BBI3BAHHOE NEPEKPECTHLIM _ 3arpsi3HEHHEM  MEXIy
pearentamu: LACTATE - CRP ULTRA. Yto6bl
uzbexarb dToro sdekra, Craeayite pPeKOMEHIALUSM,
CoepKAIIIMCS B HHCTPYKLUUN
51_03_24 009 BIOLIS 30i CARRYOVER.

PE®EPEHTHBIE BEJIMYMHBI 2

nutasma (BEHO3Has KPOBb) 4,5-198 mr/nn | 0,5-2,2 mmonb/n

mia3Ma (apTepuanbHas Kposb) 4,5 — 14,4 mr/mn 0,5 — 1,6 Mmmoub/a
Kaxioif  1aGOpaTopuii  peKOMEHIyeTcs paspaGoTaTh CBOH
COOCTBEHHBIE HOPMBI, XapakTCPHBIC I O6CJTCIlyeMOFO
KOHTUHT€HTA.
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KOHTPOJIb KAYECTBA

JUisi  BHYTPEHHErO KOHTDOJISL KauecTBa PEKOMEHIYyeTcst
HCII0NIB30BaTh KOHTpoJbHbIE cbiBOpoTkH CORMAY SERUM
HN (Kat.Ne 5-172) u CORMAY SERUM HP (Kar.Ne 5-173)
JUIS K&XKJ0H cepuy U3MepeHuii.

st KaJINOPOBKH aBTOMAaTHYECKUX aHAIIM3aTOPOB
pEKOMEHyeTCst HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177).

KammbpoBouHylo KpHBYIO CIEIyeT COCTaBIATh KaxKIble
12 nenmens (Prestige 24i, Biolis 241 Premium), npu kaxmoit
CMEHE JIOTa peareHTa MIN IpH HeoOXOAMMOCTH, HaIpUMep,
€CM  pe3ynbTaThl  KOHTPONS KadecTBa HE  MOMAjalT
B ped)epeHTHBII AHaNa3oH.

XAPAKTEPUCTUKHU ONPEJAEJIEHUS
HukeykasaHHble pe3ynbTaThl IONYYEHbI IPH MCIIONb30BAHUH
aBTOMaTHYecKoro aHammsatopa Biolis 30i. Pesymeratsl,
MOJTyYeHHBIC Ha JIPYTHX aHANM3AaTOpaX M BPYYHYIO, MOTYT
OTIINYaThCA.

= LoB (nmpeaen 61aHKka):
0,07 mr/mn (0,0078 MMoIb/i)

= LoD (npenen o0Hapy:keHus1):
0,17 mr/mn (0,0189 mmomb/m)

= LoQ (mpeaeJ KOJH4ECTBEHHOTO ONpeeeH s ):
1,40 mr/mn (0,1554 Mmmons/)

= JluneiinocTs:
110 139 mr/m (15,43 Mmonb/in)

B ciygae 6Gonee BBICOKHX KOHIICHTPAIMH, pa3daBbTe Mooy
0,9% NaCl u noBropure ucciaenoBanue. Pesynprar yMHOKbTE
Ha (akTop pa3BeeHNUs.

= Cnemnduunocts / Untepdepenuun

a) B ofOpasmax mmasmbl, coiepxamei okomo 12 mr/mn
JlaKTaTta, Ha pe3yNbTaThl  ONpENCNCHUH HE  BIMAIOT:
remornobnH o 0,23 r/mi, OwmpyOoun jgo 8  mr/mu,
TPHUTIHIEPHBI 10 337 M/ 1 ackOpOMHOBAs KHCIOTa

110 15,5 mr/im.

b) B oOpasuax mma3mbl, comepikamei oxono 40 wmr/mn
JaKTaTa, Ha pe3yIbTaThl ONPEACICHHIl He  BIUSIOT:
remorniobn o 1,25 r/mn, Owmupy6oun mo 10 mr/mi,
Tpurmuiepuast 10 1000 Mr/mn u ackopOMHOBas KHCIOTa
710 62 Mr/IL.

=  TouHocTh

IMoBTOpsieMoCTH Cpennee SD Ccv
(mMexy cepusimu) n = 20 [mr/m] [mr/nn] | [%]
ypoBeHb 1 8,8 0,08 0,92
YpOBEHb 2 42,4 0,30 0,70
Bocnpoussoaumocts Cpennee SD Ccv
(130 JHS B JieHb) n = 80 [mr/m] [Mr/ma] | [%]
ypoBeHs 1 9,1 0,37 4,1
YpOBEHb 2 40,4 0,93 2,3

PRESTIGE 24i LACTATE

= CpaBHeHHe MeTO/A

CpaBHeHHE Pe3y/IbTaToOB ONPEJICNCHUS JTaKTaTa IONYYeHHbBIX
Ha Biolis 30i (y) m Ha BS-400 (X) c HCHOIB30BaHHEM
59 00pasuoB miasma, 1ajno CleIyolHe pe3yibTaThl:

y = 1,035 x — 0,3969 mr/mr;

R =0,999 (R — k03 dHuIeHT KoppemsImm)

YTUJIU3ALUS OTXOJ0B
B cooTBeTCTBHY € TOKAIBHBIMU TPEOOBAHUSIMH.
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W.B. Saunders Company, 4th edition, 650-652, (2006).
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PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIMS pasi:

=  Prestige 24i, Biolis 24i

Item name | 66 ‘ LACT ‘
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 700 Normal Range
Method Colorimetric Male Female
Low High Low High
Corr Serum
[ Inter | Urine
Y=[1000 | X+ [ 0.000 | Plasma 4.5 19.8 4.5 19.8
CSF
Dialysis
Other
Item name [66 ] LACT |
Aspiration Data Process
Kind [ Single | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 53 54 [ High | 3.000
Sample 3 [ Sub 9 10
Reagentl 300 ul
Reagent2 Factor |Endp0int Limit ‘2.000
[Blank correction: [1.000 | |Linear Check (%) ‘
Third Mix. [ OFF | Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Di12
Monit Prozone Check
0 Level Point 1 | Start End Limit (%)
Span | 3.000 | First
Second [Low
Third |Low
Item name [66 [ LACT \

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
Urine
Plasma 2.40 920
CSF
Dialysis
Other

Item No. 66 Item Name LACT \ Optical
Data information Calibration
Units [ mg/dl | Type [ Linear2
Decimals 2 | Std sample conc.
Blank 0 #1 [ * [ #2 [ *
Analysis #3 #4 \ | #5 \
Type END method #6
Main Wave Length 546nm
Sub Wave Length 700nm
Method Colorimetric
Correlation
Slope Intercept
Y=11 X+ 10
Item No. 66 Item Name LACT [ Optical
Aspiration Data Process
Kind | Single Read Start End
Vol. Main 51 52
Kind Vol. Add Units Sub 9 10
Sample 3 5 ul
Reagent | 300 10 ul Abs.Limit  Low High
[3 | ~ [3
Blank value Correction value
Water Blank Blank correction
End Point Limit 2
Reaction Monitor Linear Check (%)
0 Level Point [1
Span |3 Prozone Check
Start End Limit (%)
Third mixing First
OFF Second | Low
Item No. 66 Item Name LACT Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum Serum
Urine Urine
Plasma 4.5 19.8 4.5 19.8 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 66 Item Name LACT [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON |
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher | OFF
. . Low High
First Dil Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum
Urine [ OFF
Plasma 14 90
CSF Dilution
Dialysis [ 100:Dil2
Other

PRESTIGE 24i LACTATE
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= Biolis 30i
Item no 66 Item name LACT Specimen | PLASMA OPTICAL
Data information Aspiration volume
UNITS [ mg/dL [ TYPE [ Single
DECIMALS | 2
SAMPLE REAGENT | | REAGENT 2
Analysis [ VOL. (uL) 3 300
METHOD END method [ BOTTLE (ml)
Main Wave Length 546 nm
Sub Wave Length 700 nm [ FIRST DIL. |
CORRELATION (Y= AX + B) Data processing read
A= [1 START END
B= [0 MAIN 52 53
SUB
Blank value
«WATER | ° REAGENT [ ABS LIMIT
3 | TO 3
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
Ttem No 66 Item Name LACT Specimen [ PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ I -ON | °OFF |
LOW [ HIGH LOW [ HIGH
4.5 | 19.8 4.5 | 19.8 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re | Value | Dil.
Panic range 1.4 ‘ 139
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
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