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ACCENT-200 MG

Nr kat. 7-229 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania st¢zenia magnezu,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, BS-120, ACCENT 400 oraz ACCENT
Neo200.

Odczynniki powinny by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel, tylko
zgodnie z ich przeznaczeniem, w odpowiednich warunkach
laboratoryjnych.

WPROWADZENIE

Magnez w organizmie cztowieka zawarty jest gléwnie
w kosciach (ok. 50%), ale wystepuje takze
wewnatrzkomérkowo w innych tkankach. Jony magnezu
pehia funkcje¢ kofaktoréw w wielu reakcjach enzymatycznych
zaangazowanych w syntez¢ kwaséw nukleinowych, transport
i wytwarzanie energii. Uczestnicza takze w pobudzaniu
i przewodnictwie nerwowo-migéniowym. Obnizony poziom
magnezu jest czgsto powodem zaburzen koncentracji,
zmeczenia, standw lgkowych i drzenia migéni.

ZASADA METODY

W $rodowisku alkalicznym magnez reaguje z biekitem
ksylidylowym tworzac purpurowo zabarwiony zwiazek.
W obecnosci EGTA reakcja jest specyficzna. Intensywno$¢
zabarwienia jest wprost proporcjonalna do st¢zenia magnezu
w badanej prébcee.

ODCZYNNIKI
Sklad zestawu
1-REAGENT 1x31ml

Tlosé testow

ACCENT-200 90
ACCENT-200 IT GEN 90
ACCENT-220S 90
ACCENT S120 130
ACCENT MC240 130
ACCENT M320 130
BS 120 90

Odczynnik przechowywany w temp. 2-8°C zachowuje
trwatos¢ do daty wazno$ci podanej na opakowaniu.
Odczynniki przechowywane na pokladzie aparatu w 2-10°C
sa stabilne przez 3 tygodnie (ACCENT-200) lub przez 10
tygodni (ACCENT M320, ACCENT S120).

Stezenia skladnikoéw w odczynniku

biekit ksylidylowy <0,18 mmol/l
EGTA <0,12 mmol/l
CAPS < 0,06 mol/l
wodorotlenek potasu < 0,07 mol/l
bufor (pH 11,5) <0,14 mol/l
detergent

konserwant

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)

OSTRZEZENIA 1 UWAGI
= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!
= Odczynnik jest wrazliwy na kontakt z powietrzem, w celu
wydtuzenia  stabilnoSci  nalezy zamyka¢  butelki
na poktadzie analizatora
= Nalezy zapozna¢ si¢ z Karta Charakterystyki (MSDS),
ktéra zawiera szczegétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.
= 1-REAGENT spetia kryteria klasyfikacji zgodnie
z rozporzadzeniem (WE) nr 1272/2008.
Sktadniki:
1-REAGENT zawiera wodorotlenek potasu.
Niebezpieczenstwo
H314 Powoduje powazne oparzenia skory
oraz uszkodzenia oczu.
P280 Stosowa¢ rekawice ochronne, odziez
ochronng, ochrong oczu lub ochrong twarzy.
P305+P351+P338 w PRZYPADKU
DOSTANIA SIE DO OCZU: Ostroznie ptukaé woda
przez kilka minut. Wyja¢ soczewki kontaktowe, jezeli sa
i mozna je fatwo usuna¢. Nadal ptukac.
P310 Natychmiast skontaktowa¢ si¢ z OSRODKIEM
ZATRUC lub lekarzem.

MATERIAL BIOLOGICZNY &7

Surowica lub osocze krwi pobranej na heparyng bez §ladéw
hemolizy, mocz z dobowej zbidrki. Polecane antykoagulanty:
s6l litowa, sodowa lub amonowa heparyny.

Czerwone krwinki zawieraja ok. 3 razy wigcej magnezu niz
surowica, dlatego nalezy jak najszybciej oddzielic je
od surowicy.

Surowica i osocze moga by¢ przechowywane do 7 dni
w temp. 2-8°C. W celu przechowania prébek przez dhuzszy
okres czasu nalezy je zamrozi¢ w -20°C.

Przygotowanie moczu: przed analiza mocz nalezy zakwasic¢
do pH ok. 1,0 dodajac kilka kropli stgzonego kwasu solnego.
Nastgpnie zakwaszony mocz nalezy rozcienczy¢ 5 x woda
destylowana. Uwzgledni¢ rozcienczenie przy obliczaniu
wynikéw. Przed analizg prébke nalezy doktadnie wymieszaé.
Mocz z dobowej zbiérki mozna przechowywaé przez 7 dni
w temp. 2-8°C.

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

WYKONANIE OZNACZENIA

1-REAGENT jest gotowy do uzycia.

Unika¢ pienienia odczynnika.

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

Wymagane dzialania:

Na analizatorach: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, BS-120 odczynnik nalezy stosowaé
w polaczeniu z PROGRAMEM MYCIA uzywajac ACCENT
WASHING SOLUTION (Nr kat. 3-119) lub ACCENT-200
ACID WASHING SOLUTION (Nr kat. 3-109) wedhig
wytycznych  zawartych w instrukcji:  51_03_24_001_
ACCENT-200_CARRYOVER.
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WARTOSCI PRAWIDLOWE ¢

surowica / osocze mg/dl mmol/l
noworodki 2 —4 dni 1,5-22 0,62-091
dzieci 5m-cy -6 lat 1,7-23 0,70 - 0,95
6— 12 lat 1,7-2,1 0,70 - 0,86
12 -20 lat 1,7-2.2 0,70-091
dorosli 1,6 -2,6 0,66 — 1,07
mocz: zbiérka dobowa mg/24h mmol/24h

72,9 -145.8 3-5

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

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jako$ci, do kazdej serii
oznaczen, nalezy dolacza¢ nastgpujace kontrole: CORMAY
SERUM HN (Nr kat. 5-172) i CORMAY SERUM HP (Nr
kat. 5-173) - dla oznaczen w surowicy; CORMAY URINE
CONTROL LEVEL 1 (Nr kat. 5-161) i LEVEL 2
(Nr kat. 5-162) - dla oznaczen w moczu.

Do kalibracji analizatoréw automatycznych nalezy stosowac
CORMAY MULTICALIBRATOR LEVEL 1
(Nr kat. 5-174; 5-176) i LEVEL 2 (Nr kat. 5-175; 5-177).
Jako kalibratora 0 nalezy uzywa¢ wody dejonizowane;.
Krzywa kalibracyjna powinna by¢ sporzadzana co tydzien
(ACCENT-200) lub co 2 tygodnie (ACCENT M320,
ACCENT S120), przy kazdej zmianie serii odczynnika lub w
razie potrzeby np. jesli wartosci oznaczenia surowic
kontrolnych nie mieszcza si¢ w wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatoréw
automatycznych: ACCENT-200 i ACCENT MC240
w przypadku przeprowadzenia oznaczenia na innym
analizatorze lub manualnie otrzymane wyniki moga rézni¢
si¢ od podanych.

= Czulo$é¢
0,12 mg/dl (0,05 mmol/l) - ACCENT 200
0,06 mg/dl (0,025 mmol/l) - ACCENT MC240

= Liniowosé
do 5,0 mg/dl (2,05 mmol/l) - ACCENT 200
do 5,0 mg/dl (2,05 mmol/l) - ACCENT MC240

=  Specyficzno$¢ / Interferencje

Hemoglobina do 0,313 g/dl, kwas askorbinowy do 62 mg/l,
bilirubina do 15 mg/dl, triglicerydy do 1000 mg/dl i wapn
do 20 mg/dl nie wpltywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalnos$é Srednia SD (6\%

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 1,97 0,02 1,22
n=10 poziom 2 4,26 0,03 0,63
ACCENT MC240 | poziom 1 1,97 0,02 1,09
n=20 poziom 2 4,31 0,05 1,10
Odtwarzalnos¢ Srednia SD CvV

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 2,06 0,05 2,31
n=20 poziom 2 4,21 0,09 2,04
ACCENT MC240 | poziom 1 1.9 0,05 2,8
n=80 poziom 2 4.2 0,13 32

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)

= Poréwnanie metody

Poréwnanie wynikéw oznaczeh magnezu, wykonanych
na ACCENT-200 (y) i na ADVIA 1650 (x), z uzyciem
25 prébek, dato nastgpujace wyniki:

y=0,9218 x + 0,0901 mg/dl;

R =0964 (R — wspétczynnik korelacji)

Poréwnanie wynikéw oznaczeh magnezu, wykonanych
na ACCENT MC240 (y) i na ADVIA 1800 (x), z uzyciem
60 prébek surowicy, dato nastepujace wyniki:

y=0,9871 x + 0,0268 mg/dl;

R =0,967 (R — wspétczynnik korelacji)

Poréwnanie wynikéw oznaczen magnezu, wykonanych
na ACCENT MC240 (y) i na BS-400 (x), z uzyciem
20 prébek moczu, dato nastgpujace wyniki:

y =0,9847 x + 2,1093 mg/dl;

R =0,996 (R — wspétczynnik korelacji)

UTYLIZACJA ODPADOW

Postgpowac zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit for determination of magnesium concentration
used in automatic analysers: ACCENT-200, ACCENT-200 II
GEN, ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320, BS-120, ACCENT 400 and ACCENT
Neo200.

The reagents must be used only for in vitro diagnostic,
by suitably  qualified laboratory ~ personnel, only
for the intended purpose, under appropriate laboratory
conditions.

INTRODUCTION

Magnesium in human organism occurs mainly in bone
(about 50%) but is present also intracellularly in other tissues.
Magnesium serves as a cofactor for multiple enzymatic
reactions involved in nucleic acids synthesis, transport
and production of energy. Magnesium is important
in neuromuscular conduction and activation. Reduced
magnesium level generates: concentration disturbances,
fatigue, muscle tremor, anxiety state.

METHOD PRINCIPLE

Magnesium forms a purple coloured complex in alkaline
solution. In the presence of EGTA, the reaction is specific.
The intensity of the purple colour is proportional
to the magnesium concentration.

REAGENTS
Package
1-REAGENT 1x31ml

The reagent is stable up to the kit expiry date printed
on the package when stored at 2-8°C. After first opening
the reagent’s stability on board of the analyser at 2-10°C:
3 weeks (ACCENT-200), 10 weeks (ACCENT M320,
ACCENT S120).

Concentrations in the test

Xylidyl blue <0.18 mmol/l
EGTA <0.12 mmol/l
CAPS <0.06 mol/l
potassium hydroxide <0.07 mol/l
buffer (pH 11.5) <0.14 mol/l
detergent

preservative

WARNINGS AND NOTES

= Protect from direct sunlight and avoid contamination!

= The reagent is air sensitive, to extend reagents stability
it is recommended to keep reagent’s bottles recapped
on the board of analyser

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

= 1-REAGENT meeting the criteria for -classification
in accordance with Regulation (EC) No 1272/2008.

Ingredients:

1-REAGENT contains potassium hydroxide.

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)

Danger
H314 Causes severe skin burns and eye damage.
P280 Wear protective gloves, protective
clothing, eye protection or face protection.
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 POISON CENTER or doctor.

SPECIMEN ¢7

Serum, heparinized plasma free from hemolysis, 24-hours
urine. Recommended anticoagulants: heparine lithium, sodium
or ammonium salt.

Serum should be separated from red blood cells
as soon as possible after blood collection, because
erythrocytes contain approximately 3 times the magnesium
concentration found in normal serum.

Serum and plasma can be stored up to 7 days at 2-8°C.
For longer storage samples should be frozen at -20°C.

Urine preparation: Acidify urine with some drops
of concentrated hydrochloride acid to pH 1.0. Then dilute
1 part of acidified urine with 4 parts of distilled water.
Multiply the result by 5. Mix well samples before analysis.
24-hours urine samples can be stored up to 7 days at 2-8°C.
Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1-REAGENT is ready to use.

Avoid foaming.

Deionised water is recommended as a reagent blank.

Actions required:

On analysers: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, BS-120, the reagent should be used
in combination with the WASHING PROGRAM using
ACCENT WASHING SOLUTION (Cat. No. 3-119)
or  ACCENT-200 ACID WASHING SOLUTION
(Cat. No. 3-109) according to the guidelines contained

QUALITY CONTROL

For internal quality control it is recommended to use
the following controls for each batch of samples: CORMAY
SERUM HN (Cat. No 5-172) and CORMAY SERUM HP
(Cat. No 5-173) - for determination in serum; CORMAY
URINE CONTROL LEVEL 1 (Cat. No 5-161) and LEVEL 2
(Cat. No 5-162) - for determination in urine.

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

The calibration curve should be prepared every week
(ACCENT-200) or every 2 weeks (ACCENT M320 ACCENT
S120), with change of reagent lot number or as required e.g.
quality control findings outside the specified range.

PERFORMANCE CHARACTERISTICS

The following results have been obtained using automatic
analysers ACCENT-200 and ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

= Sensitivity
0.12 mg/dl (0.05 mmol/l) - ACCENT 200
0.06 mg/dl (0.025 mmol/l) - ACCENT MC240

= Linearity
up to 5.0 mg/dl (2.05 mmol/l) - ACCENT 200
up to 5.0 mg/dl (2.05 mmol/l) - ACCENT MC240

=  Specificity / Interferences

Haemoglobin up to 0.313 g/dl, ascorbate up to 62 mg/l,
bilirubin up to 15 mg/dl, triglycerides up to 1000 mg/dl
and calcium up to 20 mg/dl do not interfere with the test.

= Precision

Repeatability Mean SD Ccv

(run to run) [mg/dl] | [mg/dl] [%]
ACCENT-200 level 1 1.97 0.02 1.22
n=10 level 2 4.26 0.03 0.63
ACCENT MC240 | level 1 1.97 0.02 1.09
n=20 level 2 4.31 0.05 1.10
Reproducibility Mean SD CV

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 2.06 0.05 2.31
n=20 level 2 4.21 0.09 2.04
ACCENT MC240 | level 1 1.9 0.05 2.8
n=80 level 2 4.2 0.13 32

in the instruction: 51_03_24_001_ACCENT-200_
CARRYOVER.
REFERENCE VALUES ¢
serum / plasma mg/dl mmol/l
newborn 2-4d 1.5-22 0.62-0.91
children Smo-6y 1.7-23 0.70 - 0.95
6-12y 1.7-2.1 0.70 — 0.86
12-20y 1.7-22 0.70-0.91
adults 1.6-2.6 0.66 — 1.07
24-hours urine: mg/24h mmol/24h
72.9-145.8 3-5

It is recommended for each laboratory to establish its own
reference ranges for local population.
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=  Method comparison

A comparison between magnesium values determined
at ACCENT-200 (y) and at ADVIA 1650 (x) using
25 samples gave following results:

y =0.9218 x + 0.0901 mg/dl;

R =0.964 (R - correlation coefficient)

A comparison between magnesium values determined
at ACCENT MC240 (y) and at ADVIA 1800 (x) using
60 serum samples gave following results:

y =0.9871 x + 0.0268 mg/dl;

R =0.967 (R — correlation coefficient)

A comparison between magnesium values determined
at ACCENT MC240 (y) and at BS-400 (x) using
20 urine samples gave following results:

y =0.9847 x + 2.1093 mg/dl;

R =0.996 (R — correlation coefficient)

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)

51_03_03_053_05

WASTE MANAGEMENT

Please refer to local legal requirements.
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HPEAINOJATAEMOE HCTIOJIb30BAHUE
Jluarnoctudeckuit HaboOp IJIsl ONMpENENeHUs] KOHLEHTPALUH
MarHus. Ha6op NpeIHa3sHauYeH pinii:d HCHOIB30BAHUS
Ha aBToMarndeckux aHammsaropax: ACCENT-200, ACCENT-
200 I GEN, ACCENT-220S, ACCENT S120, ACCENT
MC240, ACCENT M320, BS-120, ACCENT 400 u ACCENT
Neo200.

PeareHThl JOJDKHBI HCIOIB30BATHCS TONBKO JUIA IMATHOCTHKH
in vitro, KBaTU()UIUPOBAHHBIM J1AOOPATOPHBIM IIEPCOHAIIOM,
B nemsx, piue:s KOTOPBIX OHH NpeaHa3Ha4YECHbI,
B COOTBETCTBYIOIHX JA0OPATOPHBIX YCIOBUSX.

BBEJIEHUE

Marnuii B OpraHm3Me 4YeNOBEKa HAXOJIWTCS, IJIAaBHBIM
obpa3zom B kocTsax (okono 50%), HO HPHCYTCBYET TaKXKe
BHYTPH KIETOK B JPYrHX TKaHAX. MarHuii Cciyxur
KoakTopoM ISt MHOTHX  (DEpPMEHTATHUBHBIX  pPEaKLHid,
BKJIIOYCHHBIX B CHUHTE3 HYKJIIEMHOBBIX KHCJIOT, TPAHCIOPT
u MIPOU3BOJCTBO SHEPIUH. Maruuii BaXKeH pinits

HelpoMyCKyITbHOM HPOBOMMOCTH u AKTHBAIIUH.
TToHMXeHHbIE YPOBHH MarHus TOPOXK/IAIOT:
KOHI[CHTPAIHOHHbIE paccTpoiicTa, YTOMIISIEMOCTb,

MBILICYHBII TPEMOP, COCTOSIHUE CTpaxa.

HNPUHIMII METOJA

Maruuii  obpa3yer IMypHypHO OKpPAIICHHBIH KOMIUIEKC
B mieqoyHoM pactBope. B mpucyrcrBunm EGTA peaknus
sBisiercss  crienuduuHOil.  VIHTEHCHBHOCTH  ITypIypHOIt
OKpPacKH NPOIOPIMOHATbHA KOHIIGHTPAIINH MaTHUs.

PEATEHTBI
CocraB Hab6opa
1-REAGENT 1x31 mn

IIpu Temmneparype 2-8°C peareHTbl COXpPAHSIOT CTaOHIBHOCTD
B T€YCHUE BCEr0 CpOKa I'OAHOCTH, YKAa3aHHOI'0O Ha YMaKOBKE.
CrabunbHOCTh Ha OOpTy aHAIM3aToOpa INPH TeMIeparype
2-10°C cocrasisier 3 mHenenb (ACCENT-200) mwm 10 Henens
(ACCENT M320, ACCENT S120).

KoHueHTpauuu KOMIOHEHTOB B peareHTe

KCHJTHTUJIOBBIH T0Ty60it <0,18 mmonb/n
EGTA <0,12 mMons/n
CAPS < 0,06 monb/n
THPOKCH] KaJIust < 0,07 mons/n
oydep (pH 11,5) <0,14 mons/n
JIeTepreHT

KOHCEpPBaHT

NPEJOCTEPEKEHUSI U TPUMEYAHUS

= TJlpenoxpaHaTb  OT  HPAMBIX  CONHEYHBIX  Jydel
M 3arps3HeHus!

=  PeareHT 4YyBCTBHTENBHBIH K BO3/IyXy, JUIL COXPAaHCHHUS
CTaOMIBHOCTH PEarceHTOB CIIEAYeT 3aKpbIBaTh IIOCTIE
HCIIOIb30BaHUs (pIIAKOHBI Ha OOPTY aHaIMU3aTOpA.

®* BHHUMaTelIbHO MPOYHTANTE MNACHOpPT  0e30macHOCTH
xumudeckoit mpoaykuuu (MSDS), KOTOpbIid comepxuT
noapobHyr0 HHGOpPMALMIO O MpaBHiIax O0e30macHOro
XPaHEHHUS M UCIIOJIb30BAHMS TOBAPa.

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)

= 1-REAGENT c00TBeTCTBYeT KPUTEPHUSM KIaCCH(HKALHN
cornacHo nocranoBienuto (EC) Ne 1272/2008.
Kowmmnonenrsr:
1-REAGENT coaepxut ['mapokcun xaus.
Onacnoctb.
H314 Bsi3biBaeT cepbE3HBIC  OXKOTH  KOXKH
W HOBPEXICHHS T1a3.
P280 Ilomb30BaThCs 3alIMTHBIMU TE€pYaTKaMH,
3aIIUTHOH OJEXK/OMN, CPEeACTBAMH 3allIUTHI T1a3
WA UL,
P305+P351+P338 Ilpun nomaganum B rmaza: OCTOPOXKHO
TPOMBITH TJ1a3a BOHOﬁ B T€YCHUEC HECKOJIbKUX MUHYT. Custh
KOHTAKTHBIC JIMH3bI, €CIIA Bbl MOJIL3YETECh UMU U €CJIU 3TO
JIETKO c/1enaTh. IIpoJoKUTh MPOMBIBAHHE TJIa3.
P310 HememieHHO 0OpaTUTBCS B TOKCHKOJIOTHYECKUH LEHTP
WM K Bpady.

BUOJIOT MYECKUI1 MATEPHAJT %7

CbIBOpOTKA, TremapuHU3MPOBaHHAs — IIa3Ma, CBOOOIHAsS
OT CJIEA0B TI€MOJM3a, CYTO4YHas Mova. PeKOMeHHyeM])Ie
AHTUKOATyJISIHTBI: JIATUEBBIC, HATPUEBBLIC WA AMMOHHEBBIC
COIIM renapuHa.

CBIBOPOTKY ~ ClelyeT KaK MOXKHO CKOpee OTHEIUTh
OT DJPUTPOLMTOB, IIOCKOJBKY KpaCHbIE KpOBSIHBIE Teja
cogepkar  mpubnmsurensHo B 3 pasa  GoibuIyIO
KOHLEHTPAlMIO MAarHusi, 4eM B HOPMAalbHOH CBHIBOPOTKE.
CbIBOpOTKa M IUIa3Ma MOTYT XPaHHUTbCS A0 7 CYTOK IpH
2-8°C. Jlns Gonee IUIMTENBHOTO XpaHEHHs MPOOBI Clemyer
3aMopo3uTh npu -20°C.

TloaroroBKa MOYH: MOUY CIIE/YeT IIOAKHCINTh HECKOIbKHMHI
KarsiMi KOHIICHTPUPOBAHHOH COIHOM KHCIOTBI
mo pH 1,0. 3arem cmemyer pa30aBUTh OOHY 4YacThb
MOAKUCIICHHONH MOuM 4 YacTSMH ANUCTHILTMPOBAHHOH BOJIbI
M XOpOIIO NepeMelnaTh NpoObl mepen aHaam3oM. Pesymbrar
YMHOXHTb Ha 5.

TIpoObl CyTOYHOM MOYM MOTYT XpaHUTbCS JO 7 CYTOK
nipu 2-8°C.

TeM He MeHee, PEKOMEHYETCS BBINOIHATH HCCIEIOBAHMS
Ha CBE)KEOTOOPAHHOM OHOJIOrHYecKOM Martepuae!

MNPOLEAYPA ONPEJEJIEHUSA

1-REAGENT roToB K HCHOJIb30BaHUIO.

H36erathb MOABICHUS MICHBI.

B kauecTBe OnaHKa-peareHTa PeKOMEHYETCS HCIOJIb30BaTh
JICHOHM30BAHHYIO BOY.

Heo0xonumple aeiicTBus:

Ha anamusatopax: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, BS-120 peareHT ciefyeT HCHONB30BaTh
B COYETaHUU c MIPOIPAMMOI1 I[MTPOMbBIBKU
¢ ucmonp3oBaHneM npomsbiBatomero pacteopa ACCENT
WASHING SOLUTION (Kar. Ne 3-119) unu ACCENT-200
ACID WASHING SOLUTION (Kar. Ne 3-109)
B COOTBETCTBMM  C  YKa3aHUAMH,  COJEPIKAIIMMHCS
B MHCTpYKIMH: 51_03_24_001_ACCENT-200_CARRYOVER.
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PE®EPEHTHBLIE BEJIMYUMHBI ¢

CBIBOPOTKA / I1a3ma Mr/an MMOJIB/I

HOBOPOJK/ICHHBIE 2 — 4 nus 1,5-22 0,62-091
JIeTH 5 mec. — 6 net 1,7-23 0,70 - 0,95
6 — 12 ner 1,7-2,1 0,70 - 0,86

12 - 20 ner 1,7-22 0,70-0,91

B3pOCIbIe 1,6 -2,6 0,66 — 1,07

CyTO4YHas Moya: Mmr/244 MMOJIb/ 244

72,9 —145,8 3-5

Kaxnoii naboparopun peKOMEeHIyeTCst YCTQaHOBUTH
COOCTBCHHBIC HOPMBI, XapaKTepHble JUIi 00cieryemMoro
KOHTHHICHTA.

KOHTPOJIb KAYECTBA

Jlns BHYTpEHHETO KOHTpOJS KauyecTBa, UL KaKAOW Cepuu
M3MepeHHH, pexomenayercs ucnonb3oBath: CORMAY
SERUM HN (Kar. Ne 5-172) u CORMAY SERUM HP
(Kar. Ne 5-173) - npu uccinenosanuu ceiBopotkn; CORMAY
URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
n LEVEL 2 (Kar. Ne 5-162) - npu Mcclie/IOBAHUAX MOYH.
Jst KaJMOPOBKU ABTOMAaTHYECKUX aHAJIN3aTOPOB
peKoMeHyeTCst HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177). B kaudecTBe
0-kxanubparopa peKoMeHIyeTcs HCII0JIb30BATh
JICMOHM30BAHHYIO BOJY.

KanuOpoBOYHYIO KPHBYIO CJEIYeT COCTABIATh KaXKIyio
wenemo (ACCENT-200) win xaxapie 2 mepens (ACCENT
M320, ACCENT S120), npu kaxxaoll cMeHe JIoTa peareHTa
WINB Cily4ae HEOOXOMMMOCTH, HAmp., €CIH Pe3yIbTaThl
KOHTPOJIS Ka4eCTBa HE MONAal0T B pe)epeHTHBIN qUana3oH.

XAPAKTEPUCTHUKU ONPEJEJIEHU ST

OTH METPOJIOTNYECKHE XapaKTEPHUCTUKH OBbLIN IOIYYSHBI IPU
HCIIONb30BaHUK aBTOMaTHdeckux ananu3atopoB: ACCENT-
200 u ACCENT MC240. Pesynbrarsl, MNOJNy4EHHBIC
Ha JPYTHX aHAIM3aTOpax U BPY4HYIO, MOT'YT OTJIMYAThCS.

*  YyBCTBHTEJILHOCTH
0,12 mr/m (0,05 mvoms/n) - ACCENT 200
0,06 mr/m (0,025 mmons/n) — ACCENT MC240

= JluHeiiHOCTH
110 5,0 mr/m (2,05 mmonw/m) - ACCENT 200
110 5,0 mr/mn (2,05 mmons/m) — ACCENT MC240

=  Cneunduunocts / Unrepdepenuun

T'emorno6un no 0,313 r/mm, ackop6at 10 62 mr/n, Gumupyoun
o 15 wmr/mn,  Tpurmmmepuasl o 1000 mr/mn
u Kampumit g0 20 MI/mm He BIMSAIOT Ha PE3y/IbTaThl
OTPEACIICHUI.

®* TouHocth

TloBTOpsiemocTh Cpennee SD (&)%)

(MeXIy cepusiMm) [mr/ma] | [mc/ma] | [%]
ACCENT-200 ypoBeHb 1 1,97 0,02 1,22
n=10 ypoBeHb 2 4,26 0,03 | 0,63
ACCENT MC240 ypoBeHs 1 1,97 0,02 1,09
n=20 ypoBeHb 2 4,31 0,05 1,10
Bocnpoussoaumocts Cpennee SD Ccv

(130 JHS B JICHB) [mr/mn] [mr/mn] | [%]
ACCENT-200 ypoBeHb 1 2,06 0,05 2,31
n=20 YPOBEHB 2 4,21 0,09 | 2,04
ACCENT MC240 ypoBeHs 1 1,9 0,05 2,8
n=30 ypoBeHb 2 4.2 0,13 3,2

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)

= CpaBHeHHe MeToz1a

CpaBHEHHE PE3y/IbTATOB ONPEACICHNUS MAarHus MOJYYeHHBIX
Ha anammsarope ACCENT-200 (y) u Ha ADVIA 1650 (x)
C UCIIOJIb30BaHMEM 25 00pa3Iia 1ajio CIeTyIONe Pe3yIbTaThl:
y=0,9218 x + 0,0901 mr/mr;

R =0964 (R — xoaddunment xoppensuun)

CpaBHEeHHE PE3y/IbTATOB ONPEACICHNUS MAarHHus MOJYYeHHBIX
na anam3zarope ACCENT MC240 (y) u na ADVIA 1800 (x)
C HCHONIB30BaHUEM 25 00pasia ChIBOPOTKY Oajo CIeTYIOIHe

Ppe3yIbTaTHI:
y=0,9871 x + 0,0268 mr/mw;
R =0,967 (R — xoadunment xoppensuun)

CpaBHEeHHE PE3y/IbTATOB ONPEACICHNUS MArHHs MOJYYeHHBIX
Ha anamu3atope ACCENT MC240 (y) u na BS-400 (x)
¢ wucnons3oBanneM 20 obpasma Moya Jiano CIeAyIoNue

PpEe3yIbTaTHI:

y =0,9847 x + 2,1093 mr/mr;

R =0,996 (R — K03 HUIMEHT KOPPEIALIH)

YTHIM3BALIUS OTXOJ10B

B COOTBETCTBHH C JIOKaTbHBIMH TPEOOBAHUAMH.
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ACCENT-200 MG

PROGRAM NA ANALIZATOR / APPLICATION for / AJAIITALUS pas:

* ACCENT S120

¢ ACCENT-200 ¢« ACCENT-220S

Parameters Parameters

Test Name MG R1 300 Test MG R1 300

Test No 12 R2 No 12 R2

Full Name Magnesium Sample Volume 4 Full Name Magnesium Sample Volume 3

Reference No | 12 R1 Blank Standard No | 12 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint Mixed Rtg. Blank

Pri. Wave. 510 nm Concentration 0.12 |5.0 Pri. Wave. 510 nm Linearity Range 0.12 |5

Secon. Wave. | 670 nm Linearity Limit Sec. Wave. 670 nm Linearity Limit

Trend Increase Substrate Limit Direction Increase Substrate Limit

Reac. Time 0 [31 Factor Reac. Time 0 [33 Factor

Incuba. Time |:| Prozone check Incuba. Time |:| Prozone check

Unit mg/dl Unit mg/dl

Precision 0.01 ql I:l q2 I:l q3 I:l q4 I:l Precision 0.01 ql I:l q2 I:l q3 I:l q4 I:l
PC | | Abs]| | PC | | Abs]| |

Calibration Rule Calibration Rule

Rule Multi-point Linear Rule Multi-point Linear

Sensitivity 0 Sensitivity 1

Replicates 3 Replicates 3

Interval (day) 7 Interval (day) 7

Difference Limit 0 Difference Limit 0

SD 0 SD 0

Blank Response [0 [ 50000 Blank Response [0 [ 50000

Error Limit 0 Error Limit 0

Coefficient 0 Coefficient 0

¢ ACCENT-200 II GEN « BS-120

Parameters Parameters

Test Name MG RI1 300 Test MG RI1 300

Test No 12 R2 No 12 R2

Full Name Magnesium Sample Volume 3 Full Name Magnesium Sample Volume 3

Reference No | 12 R1 Blank Standard No | 12 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint Mixed Rtg. Blank

Pri. Wave. 510 nm Concentration 0.12 [ 5.0 Pri. Wave. 510 nm Linearity Range 0.06 [5.0

Secon. Wave. | 670 nm Linearity Limit Sec. Wave. 670 nm Linearity Limit

Trend Increase Substrate Limit Direction Increase Substrate Limit

Reac. Time 0 [31 Factor Reac. Time 0[5 Factor

Incuba. Time |:| Prozone check Incuba. Time |:| Prozone check

Unit mg/dl Unit mg/dl

Precision {001 a [Je JeJa] s [001 at (a2 o [Jas [
PC | | Abs]| | PC | | Abs]| |

Calibration Rule Calibration Rule

Rule Multi-point Linear Rule Multi-point Linear

Sensitivity 0 Sensitivity 0

Replicates 3 Replicates 3

Interval (day) 7 Interval (day) 7

Difference Limit 0 Difference Limit 0

SD 0 SD 0

Blank Response 0 [50000 Blank Response 0 [50000

Error Limit 0 Error Limit 0

Coefficient 0 Coefficient 0

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)

51_03_03_053_05
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Chem [MG | No.[ 012 ] Sample Type
Chemistry [ MAGNESIUM ] Print name
Reaction Type | Endpoint ] Reaction Direction
Pri Wave | 510 nm | Sec Wave
Unit [ mg/dl ] Decimal
Incubation Tim
Blank Time \ -3 \ | -1 \ Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard l_% uL l_% 11 S I 11 R1 uL
Decreased | 2 ] uL [ 20 JuL | 180 | uL R2[ L
Increased [ | uL | JuL [ ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 0.06 ‘ | 5 ‘ Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ | [ | Mixed Blank Abs [ 40000 ] [ 40000 ]
RI Blank Abs [___-40000 | [ 40000 | On-board Stability Day(s)
Blank Response | -40000 | [ 40000 ] Reagent Alarm Limit I:'
Twin Chemistry | ] :l Enzyme Linear Extension
l:l Prozone Check
oo 1 o [ v CJCT 0| | o4 | | v ][
os 1 oo [—1 vs L7 epcl | pc2 | I I B

I:' Sample Pretreatment
[ |

CALIBRATION SETTINGS
Math model Multi-point linear

Factor I:' Replicates
ACCEPTANCE LIMITS

Cal Time Hour

Slope Diff ~ [__] sp [
Sensitivity ] Repeatability [40000

Deter Coeff I:'

I:' Control Pretreatment
Pretreat Sample Vol I:l uL

I:' Calibrator Pretreatment

Pretreat Sample Vol :| uL
AUTO CALIBRATION

[ Bottle Changed

|:| Lot Changed

[ 1cCalTime

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)

str. / page / ctp. 8/10

51_03_03_053_05




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

Lad
C€  cormav

ACCENT-200 MG

« ACCENT MC240

*« ACCENT M320

Chem IMG ] No.|[ 012 ] Sample Type
Chemistry [MAGNESIUM | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave | 505 nm ] Sec Wave
Unit [ me/dl | Decimal
Incubation Time |0__—|
Blank Time I -3 I I -1 | Reaction Time \Il
Sample Vol Aspirated Diluent Reagent Vol
Standard l—g—| ulL ,_P—| uL uL R1 uL
Decreased | 2 ] L [ 20 JuL [ 180 ] uL RR[ JuL
Increased [ ] uL | JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) I 0.06 I I 5 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) I [ I Mixed Blank Abs [ -35000 ] [ 35000 ]
RI Blank Abs [ -35000 | [ 35000 | On-board Stability [ 70 | Day(s)
Blank Response | -35000 | [ 35000 ] Reagent Alarm Limit |:|
Twin Chemistry | | :l Enzyme Linear Extension
l:' Prozone Check
oo 1 o2 [T vi 1L o3 | o4 | | v2 | | ]
os 1 o6 [ 1 v3 [JLJepcl ] P2 | I I [
:l Sample Pretreatment :l Control Pretreatment I:l Calibrator Pretreatment
[ | Pretreat Sample Vol |:| uL Pretreat Sample Vol |:| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model Multi-point linear I:' Bottle Changed
Factor l:l Replicates l:l Lot Changed
I:' Cal Time
ACCEPTANCE LIMITS
Cal Time Hour

Slope Diff ~ [__| sDp [ ]
Sensitivity [ ] Repeatability [35000

Deter Coeff I:l

Chem [MG ] No. [ 012 | Sample Type
Chemistry [ MAGNESIUM | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave | 505 nm ] Sec Wave
Unit [ mg/dl | Decimal
Incubation Time E
Blank Time [ -3 ] [-1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard I_%I uL I_;I [T R T R1 uL
Decreased [ 2 ] uL [ 20 JuL [ 180 | uL R JuL
Increased | | uL | | ulL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) I 0.13 | | 5 I Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Linearity Range (Increased) I [ ] Mixed Blank Abs 35000 ] [ 35000 ]
R1 Blank Abs [___-35000 ] [ 35000 ] On-board Stability Day(s)
Blank Response [___-35000 | [ 35000 | Reagent Alarm Limit [ ]
Twin Chemistry | I |:| Enzyme Linear Extension
I:| Prozone Check
oo 1 o2 [ 1 vi 1L o3| | o4 | | v [ T[]
os 1 o6 [ 1 v3 [ ec | ] pc2 | | 101
I:l Sample Pretreatment I:l Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol :l uL Pretreat Sample Vol :l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi- point linear ] l:l Bottle Changed
Factor I:l Replicates I:' Lot Changed
l:l Cal Time
ACCEPTANCE LIMITS
Cal Time
Slope Diff ~ [___] sp [ ]
Sensitivity :l Repeatability

Deter Coeff l:l

ACCENT-200 MG (I GENERACJA / Il GENERATION / I [IOKOJIEHUE)
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