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ACCENT-200 CALCIUM ARSENAZO

Nr kat. 7-247 (PL)

ZASTOSOWANIE

Zestaw  diagnostyczny do oznaczania stgzenia wapnia,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 II GEN, ACCENT-
2208, BS-120 / BS-130, ACCENT S120, ACCENT MC240
i ACCENT M320.

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

WPROWADZENIE

Wapn odgrywa wazng role¢ w wielu funkcjach komoérkowych.
Wewnatrzkomorkowa rola wapnia jest skracanie wiokien
migéniowych oraz metabolizm glikogenu. Zewngatrzkomorkowo
wapn odgrywa wazna rol¢g w mineralizacji kosci, krzepnigciu
krwi, a takze w przekazywaniu impulséw nerwowych. Wapn jest
obecny w plazmie w trzech formach: wolnej, zwigzanej
z biatkami lub w postaci kompleksu z anionami fosforanu,
cytrynianu czy wodorowgglanu. Spadek catkowitego poziomu
wapnia moze by¢ powigzany z chorobami uktadu ruchu
(w szczegolnosci osteoporoza), chorobami nerek
(u pacjentow dializowanych), niewlasciwa absorpcja jelitowa
oraz niedoczynnos$cig tarczycy. Wzrost calkowitego poziomu
wapnia moze by¢ obserwowany przy nadczynnosci tarczycy,
w sarkoidozie oraz w nowotworach zto§liwych z przerzutami.
Oznaczanie poziomu wapnia jest takze pomocne
w monitorowaniu uzupetniania wapnia, gtéwnie
przy zapobieganiu osteoporozie.

ZASADA METODY

Fotometryczny pomiar przy uzyciu barwnika arsenazo I11.

Wapn z arsenazo III w pH oboj¢tnym tworzy barwny niebieski
kompleks, ktorego intensywno$¢ jest proporcjonalna do stgZenia
wapnia.  Interferencja z magnezem jest eliminowana
przez dodanie kwasu 8-hydroksychinolino-5-sulfonowego.

ODCZYNNIKI
SKEAD ZESTAWU
1-Reagent 2x36ml

Ilos¢ testow:

ACCENT-200 210
ACCENT-200 Il GEN 210
ACCENT-2208 210
BS-120 / BS-130 210
ACCENT S120 320
ACCENT MC240 320
ACCENT M320 320

Odczynnik przechowywany w temp. 2-8°C zachowuje trwatosé
do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na  pokladzie aparatu w  2-10°C
sg stabilne przez 12 tygodni (ACCENT-200, ACCENT MC240).

ACCENT-200 CALCIUM ARSENAZO (I GENERACIJA / IT GENERATION / I TIOKOJIEHUE)

Stezenia skladnikéw w odczynniku

bufor fosforanowy (pH 7,5) < 80 mmol/l
kwas 8-hydroksychinolino-5 sulfonowy < 6 mmol/l
arsenazo III <120 umol/l
detergenty, konserwant

Ostrzezenia i uwagi

= Chroni¢ przed Dbezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

=  Nie zamraza¢ odczynnikow.

= Aby unikna¢ niebezpieczenstwa zanieczyszczenia probki
jonami  wapnia  zalecane jest uzywanie  naczyn
i kuwet plastikowych  jednorazowego uzytku.
W przypadku stosowania naczyn szklanych nalezy
je specjalnie przygotowa¢ moczac przez kilka godzin
w ok. 2M roztworze HCI, a nastgpnie bardzo dokfadnie
wyptuka¢ wodg destylowana.

MATERIAL BIOLOGICZNY

Surowica. Mocz, mocz z dobowej zbiorki.

Surowica moze by¢ przechowywana przez 7 dni w temp.
20-25°C lub przez 3 tygodnie w temp. 4-8°C. Material zamrozony
w -20°C mozna przechowywaé¢ przez 8 miesigcy. Odrzucaé
zanieczyszczone probki.

Przygotowanie moczu z dobowej zbiérki: aby zapobiec
wytracaniu soli wapnia nalezy doda¢ do naczynia, w ktérym
bedzie zbierany mocz 10 ml roztworu 6M HCI. Ewentualnie
mozna rozpusci¢ juz wytragcony osad w zebranym moczu poprzez
zakwaszenie go do pH < 2,0.

Przed analiza mocz rozcienczy¢ 0,9% NaCl w stosunku 1:1.
Uwzgledni¢ rozcienczenie przy obliczaniu wyniku.

Jednak polecamy wykonywanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent jest gotowy do uzycia.

Do wykonania proby zerowej nalezy uzywaé wody
dejonizowane;j.

Dla analizatorow ACCENT-200, ACCENT II GEN, ACCENT-
220S oraz BS-120 / BS-130 przy kazdej kalibracji nalezy
wyznaczy¢ tlo odczynnikowe (Reagent Blank).
Do wykonania $lepej proby odczynnikowej nalezy uzy¢ wody
dejonizowanej. Zlecajac kalibracje¢  nalezy zaznaczy¢ typ
zadania: Kalib+Pust.Odcz.

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S
oraz BS-120 / BS-130, moze wystapi¢, wplywajacy
na wyniki oznaczef, efekt przeniesienia pomigdzy
odczynnikami: CALCIUM ARSENAZO — PHOSPHORUS, RF -
CALCIUM ARSENAZO, CALCIUM ARSENAZO - LIPASE.
W celu uniknigcia tego efektu nalezy zastosowac si¢ do zalecen
zawartych ~ w  instrukcji: 51_03_24_001_ACCENT-200
_CARRYOVER.
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WARTOSCI PRAWIDEOWE *

=  Specyficznos$¢ / Interferencje

surowica mg/dl mmol/l Hemoglobina do 5 g/dl, kwas askorbinowy do 62 mg/l, bilirubina
. do 40 mg/dl, triglicerydy do 2000 mg/dl i magnez do 20 mg/dl
dorosli 8,6 — 10,3 2,15-2,57 : B s .
nie wplywaja na wyniki oznaczenia.
mocz mg/dl mmol/l
mezczyZni 0,9-379 0,225 — 9,47 " Precyzja i
. Powtarzalnosé Srednia SD CcvV
kobiety 0,5-35,7 0,125-8,92 (run to run) [me/dI] [me/dI] (%]
mocz (zbiorka dobowa) mg/24h mmol/24h ACCENT-200 poziom 1 9,73 0,08 0,77
dorosli 100 — 300 2,5-17,5 n=20 poziom 2 12,4 0,13 1,06
Zalecane jest opracowanie przez kazde laboratorium wiasnych ACCENT MC240 | poziom 1 10,1 0,17 1,65
zakresow wartosci prawidlowych charakterystycznych n=20 poziom 2 12,5 0,06 0,45
dla lokalnej populacji. Odtwarzalno$¢ Srednia SD CvV
(day to day) [mg/dl] | [mg/dl] | [%]
Stezenie wapnia w moczu z dobowej zbiorki - obliczanie ACCENT-200 poziom 1 9,8 0,25 2,6
wynikow n=80 poziom 2 12,6 0,24 1,9
stezenie ACCENT MC240 | poziom 1 10,3 0,20 1,9
stezenie wapnia wapnia w objeto$¢ moczu n=80 poziom 2 12,7 0,18 1.4
W moczu ze _  probce moczu « ze zbiorki
zbiorki dobowej ze zbiorki dobowej [dl/24h] =  Poréwnanie metody
[mg/24h] dobowej Poréwnanie ~ wynikéw  oznaczen  wapnia  otrzymanych
[mg/dl] na ACCENT-200 (y) i na BECKMAN COULTER AU680 (x),
z uzyciem 60 probek surowicy, dato nastgpujace wyniki:
KONTROLA JAKOSCI y = 0,9846 x + 0,2834 mg/dl;

W celu wewnetrznej kontroli jakosci, do kazdej serii oznaczen,
nalezy dotaczaé nastgpujace kontrole: 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)
i LEVEL 2 (Nr kat. 5-162) - dla oznaczeh 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). Jako kalibratora
0 nalezy uzywaé wody dejonizowane;.

Krzywa kalibracyjna powinna by¢ sporzadzana co 12 tygodni
(ACCENT-200, ACCENT MC240), 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 wuzyskano uzywajac analizatorow
automatycznych: ~ ACCENT-200 i  ACCENT  MC240.
W przypadku przeprowadzenia oznaczenia na innym analizatorze
lub manualnie otrzymane wyniki moga roznic
si¢ od podanych.

= LoB (granica lepej proby):
0,00 mg/dl (0,00 mmol/l) - ACCENT-200
0,00 mg/dl (0,00 mmol/l) - ACCENT MC240

= LoD (granica wykrywalnosci):
0,08 mg/dl (0,02 mmol/l) - ACCENT-200
0,03 mg/dl (0,0075 mmol/l) - ACCENT MC240

= LoQ (granica oznaczalnosci):
0,34 mg/dl (0,085 mmol/l) - ACCENT-200
0,33 mg/dl (0,0825 mmol/l) - ACCENT MC240

= Liniowos$¢:
do 22 mg/dl (5,5 mmol/l) — ACCENT-200
do 20,1 mg/dl (5,025 mmol/l) - ACCENT MC240

Dla  wyzszych  stezen  probke  nalezy  rozciefczy¢
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspdtczynnik rozcienczenia.

ACCENT-200 CALCIUM ARSENAZO (II GENERACIJA /I GENERATION / IT TIOKOJIEHUE)

R=0,975 (R — wspoétczynnik korelacji)

Poréwnanie ~ wynikow  oznaczen  wapnia  otrzymanych
na ACCENT-200 (y) i na BECKMAN COULTER AU680 (x),
z uzyciem 67 probek moczu, dato nastgpujace wyniki:

y=10,956 x + 0,2535 mg/dl;

R =0,998 (R — wspoétezynnik korelacji)

Poréwnanie ~ wynikow  oznaczen  wapnia  otrzymanych
na ACCENT MC240 (y) i na BECKMAN COULTER AU680
(x), z uzyciem 60 probek surowicy, dato nastgpujace wyniki:
y=10,939 x + 0,9582 mg/dl;

R=0,981 (R — wspotczynnik korelacji)

Poréwnanie ~ wynikow  oznaczen  wapnia  otrzymanych
na ACCENT MC240 (y) i na BECKMAN COULTER AU680
(x), z uzyciem 70 probek moczu, dato nastgpujace wyniki:

y =0,9233 x +0,7828 mg/dl;

R=0,997 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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ACCENT-200 CALCIUM ARSENAZO

Cat. No 7-247 (EN)

INTENDED USE

Diagnostic kit for determination of calcium concentration,
used in automatic analysers: ACCENT-200, ACCENT-200 II
GEN, ACCENT-220S, ACCENT S120, ACCENT MC240
ACCENT M320 and BS-120 / BS-130.

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

Calcium plays an essential role in many cell functions:
intracellularly in muscle contraction and glycogen
metabolism, extracellularly, in bone mineralization, in blood
coagulation and in transmission of nerve impulses. Calcium is
present in plasma in three forms: free, bound to proteins
or complexed with anions as phosphate, citrate
and bicarbonate. Decreased total calcium levels can
be associated with diseases of the bone apparatus (especially
osteoporosis), kidney diseases (especially under dialysis),
defective intestinal absorption and hypoparathyroidism.
Increased total calcium can be measured
in hyperparathyroidism, malignant diseases with metastases
and sarcoidosis. Calcium measurements also help
in  monitoring of calcium supplementation mainly
in the prevention of osteoporosis.

METHOD PRINCIPLE

Photometric test using arsenazo III.

Calcium with arsenazo III at neutral pH yields a blue colored
complex, whose intensity is proportional to the calcium
concentration. Interference by magnesium is eliminated
by addition of 8-hydroxyquinoline-5-sulfonic acid.

REAGENTS
PACKAGE
1-Reagent 2x36ml

The reagent, stored at 2-8°C is stable up to expiry date
printed on the package.

The reagent stored on board of the analyzer at 2-10°C
is stable for 12 weeks (ACCENT-200, ACCENT M(C240).

Concentrations in the test
phosphate buffer (pH 7.5)
8-hydroxyquinoline-5-sulfonic acid
arsenazo 111

detergents, preservative

< 80 mmol/l
< 6 mmol/l
<120 pmol/l

‘Warnings and notes

= Protect from direct sunlight and avoid contamination!

= Do not freeze the reagent.

= Contaminated glassware is the greatest source of error.
The use of disposable plastic ware is recommended.
Glassware should be soaked for a few hours in 2M HCl
solution and then thoroughly rinsed with distilled water.

ACCENT-200 CALCIUM ARSENAZO (I GENERACIJA / IT GENERATION / I TIOKOJIEHUE)

SPECIMEN

Serum. Random or 24-hours urine.

Serum can be stored up to 7 days at 20-25°C
or up to 3 weeks at 4-8°C. Samples frozen at -20°C
can be stored up to 8 months.

Discard contaminated specimens.

24-hours urine preparation: To prevent calcium salt
precipitation specimens should be collected in 10 ml of 6M
HCI. In case of presence of precipitants they can be solved
by lowering pH of the urine to below 2.0. Prior
to determination dilute the sample with 0.9% NaCl
in the ratio of 1 to 1. Multiply the result by the dilution factor.
Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1-Reagent is ready to use.

Deionized water is recommended as a reagent blank.

For analyzers: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S and BS-120 / BS-130 it is recommended
to determine the reagent blank during each calibration.
Deionized water should be used as reagent blank. When
performing calibration, the task type Calib+Rgt.Blk should
be selected

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S and BS-120 /
BS-130, there is a probability of cross-contamination
affecting the tests results: CALCIUM ARSENAZO -
PHOSPHORUS, RF - CALCIUM ARSENAZO, CALCIUM
ARSENAZO - LIPASE. To avoid this effect follow
the recommendations contained in the instruction
51_03_24_001_ACCENT-200_CARRYOVER.

REFERENCE VALUES *

QUALITY CONTROL

For internal quality control it is recommended to use
the following controls with 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 systems
the CORMAY MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
are recommended. Deionised water should be used
as a calibrator 0.

The calibration curve should be prepared every 12 weeks
(ACCENT-200, ACCENT MC240), with every 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 analysers ACCENT-200 and ACCENT MC240.
Results may vary if a  different instrument
or a manual procedure is used.

= LoB (Limit of Blank):
0.00 mg/dl (0.00 mmol/l) - ACCENT-200
0.00 mg/dl (0.00 mmol/l) - ACCENT MC240

= LoD (Limit of Detection):
0.08 mg/dl (0.02 mmol/l) - ACCENT-200
0.03 mg/dl (0.0075 mmol/l) - ACCENT MC240

= LoQ (Limit of Quantitation):
0.34 mg/dl (0.085 mmol/l) - ACCENT-200
0.33 mg/dl (0.0825 mmol/l) - ACCENT MC240

= Linearity:
up to 22 mg/dl (5.5 mmol/l) - ACCENT-200
up to 20.1 mg/dl (5.025 mmol/l) - ACCENT MC240

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

= Specificity / Interferences

Haemoglobin up to 5 g/dl, ascorbate up to 62 mg/l, bilirubin
up to 40 mg/dl, triglycerides up to 2000 mg/dl and magnesium
up to 20 mg/dl do not interfere with the test.

=  Precision

serum mg/dl mmol/l
adult 8.6-10.3 2.15-2.57
random urine mg/dl mmol/l
male 09-379 0.225-9.47
female 0.5-35.7 0.125-8.92
24-hours urine mg/24h mmol/24h
adult 100 - 300 25-175

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

Calcium concentration 24-hours urine — calculation

. calcium .
calcium . urine volume
L concentration in
concentration in of 24-hours
. = sample of 24- x .
24-hours urine h . urine
[mg/24h] ours urine [d1/24h]

[mg/dI]
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Repeatability Mean SD Ccv

(run to run) [mg/dl] | [mg/dl] | [%]

ACCENT-200 level 1 9.73 0.08 0.77

n=20 level 2 12.4 0.13 1.06

ACCENT MC240 | level 1 10.1 0.17 1.65

n=20 level 2 12.5 0.06 0.45
Reproducibility Mean SD CvV

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 9.8 0.25 2.6
n=80 level 2 12.6 0.24 1.9
ACCENT MC240 | level 1 10.3 0.20 1.9
n=80 level 2 12.7 0.18 1.4

ACCENT-200 CALCIUM ARSENAZO (II GENERACIJA /I GENERATION / IT TIOKOJIEHUE)

=  Method comparison

A comparison between calcium values determined
at ACCENT-200 (y) and at BECKMAN COULTER AU680
(x) using 60 serum samples gave following results:

y =0.9846 x +0.2834 mg/dl;

R=0.975 (R — correlation coefficient)

A comparison between calcium values determined
at ACCENT-200 (y) and at BECKMAN COULTER AU680
(x) using 67 urine samples gave following results:

y=0.956 x +0.2535 mg/dl;

R =0.998 (R — correlation coefficient)

A comparison between calcium values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU680 (x) using 60 serum samples gave following results:
y=0.939 x + 0.9582 mg/dl;

R =10.981 (R — correlation coefficient)

A comparison between calcium values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AUG680 (x) using 70 urine samples gave following results:
y=0.9233 x +0.7828 mg/dl;

R =0.997 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

LITERATURE

1. Endres DB, Rude RK. Mineral and bone metabolism.
In: Burtis C.A., Ashwood E.R., ed. Tietz Textbook
of Clinical Chemistry, 3" ed. Philadelphia, PA: Moss
D.W., Henderson A. R. (1999) p. 1395-1457.

2. Michaylova V, Ilkova P. Photometric determination
of micro amounts of calcium with arsenazo IIL
Anal Chim Acta 1971;53: 194-8.

3. Bauer PJ. Affinity and stochiometry of calcium binding
by arsenazo III. Anal Biochem 1981; 110:61-72.

4. Alan H.B. Wu. editor. Tietz Clinical Guide to Laboratory
Tests, 4™ ed. St. Louis: W.B Saunders Company; 2006,
p. 202-204.
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ACCENT-200 CALCIUM ARSENAZO

Kar. Ne 7-247 (RUS)

MPEAINOJATAEMOE UCIIOJIb30BAHUE
Jluarnoctuueckuii HaboOp ISl ONpEAENeHUS] KOHLEHTpALUH
KaJIb1us, npeiHa3HaYeH JuIst UCIIOJIB30BaHMS
Ha aBTOMATHYECKHUX aHaJIM3aTopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, BS-120 / BS-130,
ACCENT S120, ACCENT MC240 u ACCENT M320.
Pearentsl JOJIKHBI UCITIOJIB30BATBLCS TOJIBKO AJI1 AUATrHOCTHUKH
in vitro, XBaIMQUIMPOBAHHBIM JTaOOPATOPHBIM HEPCOHAIIOM,
B nesx, I KOTOPBIX OHH TNpeIHa3HA4YCHBbI,
B COOTBETCTBYIOIINX JIAOOPATOPHBIX YCIOBHSX.

BBEJIEHUE

Kanbluif urpaer CyIecTBeHHYIO POJIb BO MHOTUX (DYHKIIHSX
KJICTKH: BHYTPHU KIJIETKH YYaCTBYECT B COKPAIlC€HHWH MBIIII]
U MeTaboNi3Me TNIMKOreHa; BHE KIETKH — B (DOPMUPOBAHUH
MHHEPAJbHOTO MAaTpHKCa KOCTEH, B CBEPTHIBAHHM KPOBH
H TIepeaade HEPBHBIX HMMITYJIbCOB. Ka.J'lBI_[PlI‘;I TIPUCYTCTBYET
B IUIa3Me B TpeX (opMax: cBOOOHOM, CBSI3aHHOH ¢ OeIKaMu
U B BHUJAEC KOMIIJICKCOB C TaKMMH aHHOHAMH, KakK q)OCq)aT,
muTpar U OukapOoHaT. CHIDKEHHME KOHIEHTPALMH OOIIEero
KaJbIlis MOXET OBITh CBSI3aHO C 3a00JIEBAHMSIMH KOCTHOTO
anmnapara (0COOEHHO OCTEOIopo30M), 3a00JIEBaHUSIMHU MOYEK
(ocobeHHO TpH aMamu3e), NeEKTHBHON HHTECTHHAIBHOMN
abcopOuun

u runonapatupouusme. [ToBbllIeHre KOHIIEHTPAIUU 00IIEero
KaJlbIIUA MOXKET Ha6ﬂ}0ﬂaTBCﬂ TIpA  THIIEPpIIapaTHPOUAN3ME,
3a00/IeBaHUSAX u capkousose.
OnpezienleHre  KOHIGHTPAIlMM  KajibllUsA  TONE3HO  JUIS
MOHUTOpPHUHIA MOMNOJIHEHUS 3alacoB KajlblUs, TJIAaBHBIM
00pa3oM /s IpeTypeskIeHHIs 0CTE0opo3a.

3JI0KQYE€CTBCHHBIX

MNPUHIUII METOJA

doToMEeTpUYECKHI TECT ¢ UCIIOIb30BaHUEM apceHaso 111
Kanpumii B HeliTpanmbHO# cpege oOpasyer ¢ apcenaszo I
KOMILJICKC, OKpaLHCHHbIﬁ B CHHHUI LBET, MHTCHCHUBHOCTH
OKpacku KOTOpOTO TIPOITOPIMOHATIBHA KOHILCHTpAMHA
KalbLusA. Brnusinue maraus yCTpaHseTcs }lOﬁaBJ’IeHl/ICM
8-ruIpOKCHXUHONHH-5-CyTb)OHOBON KHCIOTBI.

PEATEHTBI
Cocrap Ha0opa
1-Reagent 2x 36 mn

Ipu temneparype 2-8°C peareHTbl COXPaHAIOT CTAOMIBHOCTD
B TEUEHHE BCETO CPOKA TOJXHOCTH, YKa3aHHOTO Ha yIaKOBKE.
CrabuibpHOCT Ha O60pTy aHanuzaropa npu 2-10°C cocrasisier
12 menens (ACCENT-200, ACCENT MC240).

KoHIeHTpanuu KOMIIOHEHTOB B peareHTe
docdarusiit 6ydep (pH 7,5)
8-ruIPOKCUXMHOMNH-5-CyTb(hOHOBAsK
KHCIIOTa

apcenaso I11

< 80 MMOJIB/TT
< 6 MMOJIB/T

<120 MKMOJIB/TT

JETEPreHThl, KOHCEPBAHT

ACCENT-200 CALCIUM ARSENAZO (I GENERACIJA / IT GENERATION / I TIOKOJIEHUE)

Ipenocrepesxkenns: 1 NPUMeYAHUS

= JlpenoxpaHATh OT  NPAMBIX  CONHEYHBIX  Jyder
U 3arpsi3HeHus!

=  He 3amMopaxuBaTh peareHt.

- ['1aBHBIM HMCTOYHHKOM OIMMOOK SIBISIETCS 3arpsA3HCHHAs
CTEKJISIHHAs I1I0CyJa. PeKkoMeHIyeTcs HCIONb30BaTh
OJIHOPa30BYI0  IUIACTUKOBYIO Tocydy. CTeKIsHHYIO
MOCyJy CleayeT 3aMOYUTh Ha HECKOJIBKO 4yacoB B 2M
HCI, a 3areM THIaTeIbHO NPOMBITH JMCTHILIMPOBAHHON
BOJIOH.

BAOJOTMYECKHU MATEPHAJT

CrIBopoTKa. Moua, CyTo4Hast Mova.

CBIBOPOTKA MOKET XpaHUThCs 10 7 cyTok npu 20-25°C, unu
1o 3 uenens npu 4-8°C. TIpoGsI, 3aMoposkeHHbIe npH -20°C
MOTYT XPaHHUTBCS 10 § MECSIIEB.

3arpsi3HEHHbIE POOBI CIICTYET BHIOPAKOBBIBATS.
IIpurorosiienne c6opa CyToYHOW MOYHM: 4YTOOBI M30EXKATH
BBIAJAHKUS COJEH KalblUsi B OCalOK, CleayeT Jo0aBUTh
B TIOCYJy, B KOTOpyIo OyneT cobpana moua, 10 mn 6M HCL
Taxoke MOKHO PaCTBOPUTDH YK€ BBINABIIMN B COOpaHHON MOYe
0cajloK myTeM 3akucienns ero 1o pH < 2,0. IIpensapurensHo
npoObl  MOYM  ciienyer  pa3daBUTh  (PM3HOTIOTHYECKHM
pacTBOPOM B COOTHOIIGHMH 1:1, a pe3ynbTaT yMHOXHTh
Ha K03 QUIMEHT pa3BeIeHHS.

TeMm He MeHee, PEeKOMEHIYeTCs IPOU3BOIHUTE HCCIIEOBAHUS
Ha CBEKEB3ATOM OMONIOTHYECKOM MaTepuane!

HPOIEAYPA OIPEJAEJIEHUA

1-Reagent roToB K HCIOIE30BAHHIO.

B xadectBe OnaHK-peareHTa PEKOMEHAYETCs HCIONb30BaTh
JICHOHHU30BaHHYIO BOJTY.

Jas anammsatopoB ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S u BS-120 / BS-130 pexomeHnmyercs
oIpesieATh ONAHK peareHTa IpH KakIOH KaluOpoBKe.
B kavectBe OlaHka peareHTa CJIEIyeT MHCIOJIb30BaTh
JICHOHU3UPOBAHHYIO BOXy. IIpHM BBIMONHEHHH KalTHOPOBKH
cneayer BeiOpath Tun 3agaun Calib + Rgt.BIk.

Heo0xonumble aeiicTBus:

[Ipu BeImoNHEHNH aHanmM30B Ha aHanu3aropax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120 /
BS-130 BO3MOXHO HCKaKeHHe Ppe3VJbTATOB AaHAIHM30B,
BBI3BAHHOE TIePEKPECTHBIM 3arps3HEHUEM MEXITY
pearentamu: CALCIUM ARSENAZO - PHOSPHORUS,
RF - CALCIUM ARSENAZO, CALCIUM ARSENAZO -
LIPASE. UYrto0sl wu3bexatb dToro osddekra, crepyiite

CYTOYHAsi MOYa Mmr/24q MMOJIb/244

= TouHocTh

B3pOCIIbIE 100 — 300 25-75

Kaxmoit mabopaTopun pEKOMEHIYeTCs yCTaHOBHTH CBOM
COOCTBEHHBIE HOPMBI, XapakTepHble Juisi 00CIeayeMoro
KOHTHHICHTA.

KOHHEHTpaHﬂﬂ KajJblud B cyTO'—lHOl‘/'l MoO4e — pacuer

KOHIIGHTPAIHS
KOHIICHTPAIUs o0beM Moun,
KaJbIHs B o
KaJIbLus B BBIJICIISIEMBIH
N = obpasie X
CYTOYHO# CVTOwHOM 3a CyTKH
Moue [Mr/244] Y [an/244]

MouH [Mr/mi]

PEeKOMEHIAIHAM, COZiepIKaIMCst B HHCTPYKLHK
51_03 24 001_ACCENT-200_ CARRYOVER.
PE®EPEHTHBIE BEJIMYUHBI *

CHIBOPOTKA MI/ut MMOJIB/JT
B3pOCIIbIE 8,6 10,3 2,15-2,57
MoYa MI/ut MMOJIB/JT

MY KUUHBI 0,9-379 0,225 -9,47
SKEHIITUHBI 0,5-35,7 0,125-18,92
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KOHTPO.JIb KAYECTBA

JInsi BHYTpEHHEro KOHTPOJISL Ka4yecTBa, MU KaKAOW cepuu
HM3MEpeHHil, peKkoMeHmyercst wucmonb3oBaTh: CORMAY
SERUM HN (Kar. Ne 5-172) u CORMAY SERUM HP
(Kar. Ne 5-173) -npu uccaenoanuu ceiBopotk; CORMAY
URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
u LEVEL 2 (Kar. Ne 5-162) - npu ucclieJOBaHUM MOYH.
Jins KaJnOPOBKH aBTOMATUYECKHX aHATN3aTOPOB
peKOMeHyeTcs HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177). B «kauectBe
0-xanubparopa peKOMeHyeTCs
JICHOHN30BaHHYIO BOTY.
KanuOpoBouHyr0 KpUBYHO CIIEAYeT COCTABISATH KaxIble
12 nmenens (ACCENT-200, ACCENT MC240), npu Kax10it
CMEHE JIOTa PeareHToB M B Cilydae HEOOXOIMMOCTH, HArp.
€CII Pe3yJbTaThl OHPENEICHHS KOHTPOIBHBIX CBIBOPOTOK
HE TOTaIafoT B pe(hepEHTHBIN Mana30H.

HCIIOJIb30BaTh

XAPAKTEPUCTUKHU ONPEJAEJIEHUS

OTH METPOJIOTHYECKUE XapaKTePHCTHKH OBLIN MOTyYeHBI TIPH
HCIIOJIb30BAHUHU ABTOMATUYCCKUX AHAJIA3aTOPOB!
ACCENT-200 1 ACCENT MC240. Pe3ynbTaThl, N0JIy4eHHbIE
Ha Ipyrux aHaIM3aTopax v BPYIHYHO, MOTYT OTIIMYATBCA.

=  LoB (npenen 6;1aHKa):
0,00 mr/m (0,00 mmoss/) - ACCENT-200
0,00 mr/m1 (0,00 mmons/) — ACCENT MC240

= LoD (npezaes o0Hapy:keHHs1):
0,08 mr/m (0,02 mmois/i) - ACCENT-200
0,03 mr/m1 (0,0075 mmons/n) — ACCENT MC240

= LoQ (1mpeyeJ1 KOJIM4eCTBEHHOI'0 OTIPe/IeIeHHs):
0,34mr/m1 (0,085 mmonb/i) - ACCENT-200
0,33 mr/mn (0,0825 mmons/m) — ACCENT MC240

= JluHeiiHOCTDb:
110 22 mr/mn (5,5 mmone/m) — ACCENT-200
10 20,1 mr/mt (5,025 mmons/im) — ACCENT MC240

B ciydae Oonee BBICOKMX KOHIEHTpalMii, pa30aBbTe mpody
0,9% NaCl u mnoBropuTe uccrenoBanue. Pesynbrar ymMHOXbTE
Ha (aKTop pa3Be/IeHIs.

= Cpneunduynocts / Unrepdepenuun

Temormobun o 5 r/mi, ackopbar gm0 62 wmr/m,
Oowmpyoun no 40 wmr/mi, Tpurmnepuasl o 2000 mr/mn
1 MarHui 10 20 MI/Ju1, He BIUSIFOT Ha Pe3yJIbTaThl ONPE/IeIICHHUS.

ACCENT-200 CALCIUM ARSENAZO (I GENERACIJA /I GENERATION / IT TIOKOJIEHUE)

IosTOpsiemocTh Cpennee SD Ccv

(MEXKIy CepUsiMH) [mr/nn] [mr/mn] | [%]
ACCENT-200 ypoBeHb 1 9,73 0,08 0,77
n=20 YpOBEHb 2 12,4 0,13 1,06
ACCENT MC240 ypoBeHsb 1 10,1 0,17 1,65
n=20 yYpOBEHb 2 12,5 0,06 0,45
BocnpoussoaumocTs Cpennee SD CV
(130 JIHS B JICHB) [™mr/mn] [mr/nn] | [%]
ACCENT-200 ypoBeHb 1 9,8 0,25 2,6
n=80 ypoBeHs 2 12,6 0,24 L9
ACCENT MC240 ypoBeHb 1 10,3 0,20 1,9
n=80 ypoBeHp 2 12,7 0,18 1.4

= CpaBHeHHe MeTO/1a

CpaBHeHHE MEXAy pe3ylbTaTaMH OINpPEIENeHHs KajbIlHs,
nomyuyenusivu  Ha  ACCENT-200 (y) u BECKMAN
COULTER AUG680 (x) mist 60 06pa3ioB CHIBOPOTKH Jajio
CITETyIOIIHE PE3yIbTAThI:

y =0,9846 x +0,2834 mr/n;

R=0,975 (R — K03 HHUIIHEHT KOPPEISIHH)

CpaBHEHHE MEXIy pe3yJbTaTaMH OIPEJCTICHHs Kajbliusd,
nonyuyenasivu  Ha  ACCENT-200 (y) u BECKMAN
COULTER AU680 (x) mmst 67 o0pasmoB Moua Jajio
CIIEIyIOLIHE PE3yIIbTATHL:

y=0,956 x + 0,2535 mr/n;

R =0,998 (R — K03 HHILHEHT KOPPEISIHH)

CpaBHEHHE MEXAy pe3yIbTaTaMH OMPEJCHCHHS KasbIus,
nonyuyenusivu Ha ACCENT MC240 (y) 1 BECKMAN
COULTER AUG680 (x) ms 60 00pa3oB CHIBOPOTKH Jajio
CITe/TyIOIIHE PE3yTbTAThI:

y =0,939x + 0,9582 mr/m;

R =0,981 (R — koo dunmenT xoppensmn)

CpaBHEHHE MEXIy pe3yJIbTaTaMd ONpPEIENCHHUs KaJbIus,
nonmyuyenasivu Ha ACCENT MC240 (y) 1 BECKMAN
COULTER AU680 (x) mmt 70 ofpasuoB Moua Jajio
CIIE/LYFOIIHE PE3YIIbTATHI:

y=0,9233 x + 0,7828 mr/n;

R =0,997 (R — K03 HHUIIHEHT KOPPEISIIH)

YTUJIU3ALUA OTXO40B
B COOTBETCTBUH C JIOKAIBHBIMU TPEOOBAHHAMH.
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ACCENT-200 CALCIUM ARSENAZO

PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIMS posi:

e ACCENT-200 e ACCENT-220S e ACCENT S120

Parameters Parameters
Test Name Ca ARS RI1 300 Test Ca ARS R1 300
Test No 59 R2 No 59 R2 Chem [ Ca Ars ] No. | 059 | Sample Type
Full Name Calcium Sample Volume 3 Full Name Calcium Sample Volume 3 Chemistry | Calcium Arsenazo Print name

Arsenazo Arsenazo Reaction Type [ Endpoint ] Reaction Direction
Reference No 139 ___ Rl Blank sandard No (5 R Blank Pri Wave [670 mm \ seewave [ ]
Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint Mixed Rtg. Blank it [mad ] imal
Pri. Wave. 670 nm Concentration 0.34 |22 Pri. Wave. 670 nm Linearity Range 0.33 |20.4 Unit | me/dL. Decimal
Secon. Wave. Linearity Limit Sec. Wave. Linearity Limit Incubation Time [0_|
Trend Increase Substrate Limit Direction Increase Substrate Limit Blank Time [ -3 | [-1 | Reaction Time
Reac. Time 0 | 19 Factor Reac. Time 0 130 Factor Sample Vol Aspirated Diluent Reagent Vol
Incuba. Time D Prozone check Incuba. Time |:| Prozone check Standard [ ] uL | | uL uL R1 uL
Unit mg/dl Unit mg/dl Decreased | 2 ] uL [ 20 Jub [ 180 ] uL e[ JuL
Precision 0.01 a [ Je a3 ][] Precision 0.01 a Je [ ] Je[ ] Increased [ L | L | | uL

PC | | Abs ‘ ‘ PC | ‘ Abs ‘ | I:l Sample Blank - Auto Rerun
Calibration Rule Calibration Rule Linearity range (Standard) [ o3t ] | 19.6 | Linearity Limit | |
Rule Multi-point Linear Rule Multi-point Linear Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Sens?tivity 1 Sensitivity 1 Linearity Range (Increased) [ ] [ | Mixed Blank Abs [ 40000 | [ 40000 ]
Replicates 2 Replicates 2 RIBlank Abs [__-40000 ]  [_40000 | On-board Stability ] Dav(s)
Interval (day) perval (da) i || ! Y —
Difference Limit 0 Difference Limit 0 Blank Response -40000 40000 Reagent Alarm Limit
SD 0 SD 0 Twin Chemistry [ J [T Enzyme Linear Extension
Blank Response 0 [50000 Blank Response 0 [50000 [ Prozone Check
Error Limit 0 Error Limit 0 o 1 o [—J v CJ0C0 ol | o4 | R T s
Coeffcient 0 Coefficient 0 os 1 o [ 1w CaCdra e 1 ——
\:’ Sample Pretreatment :’ Control Pretreatment I:l Calibrator Pretreatment
BS-120 / BS-130 [ | Pretreat Sample Vol uL Pretreat Sample Vol uL
¢ ACCENT-200 IT GEN Para;‘eters - - CALIBRATION SETTINGS AUTO CALIBRATION

Parameters ——
Test Name Ca ARS RI 300 Test Ca ARS RI 300 Math model [ Multi-point linear | Bottle Changed
Test No 39 R2 No 67 R2 Factor 1 Replicates [ Lot Changed
Full Name Calcium Sample Volume 3 Full Name Calcium Sample Volume 3 [ TcalTime

Arsenazo Arsenazo ACCEPTANCE LIMITS
Reference No | 59 R1 Blank Standard No | 67 R1 Blank Cal Time [ Hour
Analy. Type | Endpoint Mixed Reag. Blank Reac. Type | Endpoint Mixed Rtg. Blank Slope Diff ~ [__] sp [
Pri. Wave. 670 nm Concentration 061 |22 Pri. Wave. 670 nm Linearity Range 0.31 209 Sensitivity 1 Repeatability
Secon. Wave. Linearity Limit Sec. Wave. Linearity Limit Deter Coeff [ |
Trend Increase Substrate Limit Direction Increase Substrate Limit
Reac. Time 0 | 19 Factor Reac. Time 0 [19 Factor
Incuba. Time D Prozone check Incuba. Time |16 |:| Prozone check
Unit mg/dl Unit mg/dl
Precision 0.01 ql D q2 l:l q3 El q4 l:l Precision 0.01 ql I:l a2 [ ]a3 I:] a4 l:l

PC | | Abs | \ pC | | Abs| |

Calibration Rule Calibration Rule
Rule Multi-point Linear Rule Multi-point Linear
Sensitivity 1 Sensitivity 1
Replicates 2 Replicates 2
Interval (day) Interval (day)
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 CALCIUM ARSENAZO (I GENERACIJA /I GENERATION / II [TIOKOJIEHUE) str. / page / ctp. 7/10 ACCENT-200 CALCIUM ARSENAZO (I GENERACJA /Il GENERATION / II [IOKOJIEHUE) str. / page / ctp. 8/10

51_03_03_019_04 51_03_03_019_04



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

0 4

ce CORMAY

ACCENT-200 CALCIUM ARSENAZO

e ACCENT MC240

e ACCENT M320

Chem [ Ca Ars

Sample Type | SERUM / URINE

Chemistry [ Calcium Arsenazo

Reaction Type [ Endpoint

Pri Wave [ 660 nm

Print name
Reaction Direction
SeWave [ ]

Unit [ mg/dL Decimal
Incubation Time II'
Blank Time | -3 | | -1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard l_g—| uL l_p—l L [ L Rl uL
Decreased | 2 ] uL [ 20 JuL [ 180 | uL R2 I:l uL
Increased [ ] uL [ JuL | | uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) [ o3 ] ] 20.1 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ ] ] Mixed Blank Abs [ 235000 | [35000 ]
R1Blank Abs [ 35000 |  [_35000 ] On-board Stability [ | Day(s)
Blank Response |___-35000 ] [ 35000 ] Reagent Alarm Limit [ |
Twin Chemistry [ ] :l Enzyme Linear Extension
[T Prozone Check
oo 1 o [_—J wvi CJCJo 7T o« 1 v [ J[C
os L1 oo [ 1 v [T JTraa ] p2 [1] I
I:l Sample Pretreatment ‘:l Control Pretreatment l:l Calibrator Pretreatment
[ ] Pretreat Sample Vol I:l ul Pretreat Sample Vol :l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear ] [ 1 Bottle Changed
Factor :l Replicates I:l Lot Changed
I:] Cal Time
ACCEPTANCE LIMITS
Cal Time :I Hour
Slope it [__] so ]
Sensitivity :l Repeatability
Deter Coeff |

Chem [ Ca Ars | No. [ 059 ] Sample Type
Chemistry | Calcium Arsenazo Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave | 660 nm | Sec Wave
Unit [ mg/dL | Decimal
Incubation Time E
Blank Time | -3 | [ -1 | Reaction Time
Standard Sampzle Vol o Aspirated o Diluent o . Reazioe(l;t VoluL
Decreased | 2 ] uL [ 20 Jur [_180 ] uL R Ju
Increased [ | uL | Jur | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 0.31 | | 20.2 ‘ Linearity Limit | |
Linearity Range (Decreased) \ | | \ Substrate Depletion | |
Linearity Range (Increased) \ | | Mixed Blank Abs [ 235000 ] [35000 1]
Rl Blank Abs [__-35000 ]  [_35000 ] On-board Stability [ | Day(s)
Blank Response [ -35000 ] [ 35000 ] Reagent Alarm Limit :l
Twin Chemistry ‘ ‘ |:| Enzyme Linear Extension
I:I Prozone Check
oo 1 o [ wvi I o3| ] o4 [ | v 1L
os 1 o6 [ v3 101 rarl | pc2 | | 11

:l Control Pretreatment I:l Calibrator Pretreatment
Pretreat Sample Vol I:] ul Pretreat Sample Vol :] ul

:l Sample Pretreatment
[ |

CALIBRATION SETTINGS AUTO CALIBRATION

Math model [ Multi- point linear ] \:l Bottle Changed

Factor I:l Replicates :] Lot Changed
\:l Cal Time

ACCEPTANCE LIMITS

Cal Time :l Hour

Slope Diff [ sp [ ]

Sensitivity I:l Repeatability

Deter Coeff :l

ACCENT-200 CALCIUM ARSENAZO (I GENERACIJA / IT GENERATION / I TIOKOJIEHUE)
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