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Nr kat. 7-247 (PL)

ZASTOSOWANIE

Zestaw  diagnostyczny do oznaczania stgZzenia wapnia,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 II GEN, ACCENT-
220S, BS-120, ACCENT S120, ACCENT MC240, ACCENT
M320, ACCENT 400 i 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

Wapn odgrywa wazng rol¢ w wielu funkcjach komoérkowych.
Wewnatrzkomorkowa rola wapnia jest skracanie wiokien
migéniowych oraz metabolizm glikogenu. Zewnatrzkomorkowo
wapn odgrywa wazna rol¢ w mineralizacji kosci, krzepnigciu
krwi, a takze w przekazywaniu impulsow 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 ukladu ruchu
(W szczegolnosci osteoporoza), chorobami nerek
(u pacjentow dializowanych), niewlasciwa absorpcja jelitowa
oraz niedoczynnos$cig tarczycy. Wzrost catkowitego poziomu
wapnia moze by¢ obserwowany przy nadczynnosci tarczycy,
w sarkoidozie oraz w nowotworach ztosliwych z przerzutami.
Oznaczanie poziomu wapnia jest takze pomocne
w monitorowaniu uzupehiania wapnia, gltéwnie
przy zapobieganiu osteoporozie.

ZASADA METODY

Fotometryczny pomiar przy uzyciu barwnika arsenazo III.

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

los¢ testow:

ACCENT-200 210
ACCENT-200 II GEN 210
ACCENT-2208 210
BS-120 210
ACCENT S120 320
ACCENT MC240 320
ACCENT M320 320

Odczynnik przechowywany w temp. 2-8°C zachowuje trwatos§é¢
do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na poktadzie aparatu w 2-10°C sg stabilne przez
12 tygodni (ACCENT-200, ACCENT MC240, ACCENT S120).

ACCENT-200 CALCIUM ARSENAZO (Il GENERACIJA / Il GENERATION / II IIOKOJIEHHE)

Stezenia sktadnikéw w odczynniku

bufor fosforanowy (pH 7,5) < 80 mmol/l
kwas 8-hydroksychinolino-5 sulfonowy < 6 mmol/l
arsenazo I1I <120 umol/l
detergenty, konserwant

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiattem  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
wyptukaé¢ woda 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
wytrgcaniu soli wapnia nalezy doda¢ do naczynia, w ktorym
bedzie zbierany mocz 10 ml roztworu 6M HCI. Ewentualnie
mozna rozpusci¢ juz wytracony osad w zebranym moczu poprzez
zakwaszenie go do pH < 2,0.

Przed analiza mocz rozciefnczy¢ 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 uzywa¢ wody
dejonizowane;j.

Dla analizatorow ACCENT-200, ACCENT II GEN, ACCENT-
220S oraz BS-120 przy kazdej kalibracji nalezy wyznaczy¢ tto
odczynnikowe (Reagent Blank).
Do wykonania §$lepej proby odczynnikowej nalezy uzy¢ wody
dejonizowanej. Zlecajac kalibracj¢  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, moze wystapié, wplywajacy
na wyniki oznaczen, 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 PRAWIDLOWE *

=  Specyficznos$¢ / Interferencje
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
nie wptywaja na wyniki oznaczenia.

=  Precyzja

surowica mg/dl mmol/l
dorosli 8,6 —10,3 2,15-2,57
mocz mg/dl mmol/l
mezezyzni 0,9-37,9 0,225 -9,47
kobiety 0,5-35,7 0,125-8,92
mocz (zbiorka dobowa) mg/24h mmol/24h
dorosli 100 — 300 2,5-175

Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresow ~ warto$ci prawidlowych  charakterystycznych
dla lokalnej populacji.

Stezenie wapnia w moczu z dobowej zbiorki - obliczanie
wynikéw

Powtarzalnos$¢ Srednia SD cv

(run to run) [mg/dl] | [mg/dl] [%]
ACCENT-200 poziom 1 9,73 0,08 0,77
n=20 poziom 2 12,4 0,13 1,06
ACCENT MC240 poziom 1 10,1 0,17 1,65
n=20 poziom 2 12,5 0,06 0,45
Odtwarzalnosé Srednia SD (0%

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 9,8 0,25 2,6
n=80 poziom 2 12,6 0,24 1,9
ACCENT MC240 | poziom 1 10,3 0,20 1,9
n=80 poziom 2 12,7 0,18 1,4

stezenie
stgzenie wapnia wapnia w objgto$¢ moczu
W moczu ze prébee moczu ze zbiorki
zbiorki dobowej ze zbiorki dobowej [dl/24h]
[mg/24h] dobowej
[mg/dl]
KONTROLA JAKOSCI

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 oznaczen 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 uzywa¢ wody dejonizowane;j.

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

=  LoB (granica Slepej préoby):
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  rozciefczyé
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspotczynnik rozcieficzenia.

ACCENT-200 CALCIUM ARSENAZO (Il GENERACIJA / Il GENERATION / I IIOKOJIEHUE)

=  Poréwnanie metody

Porownanie ~ wynikéw  oznaczen  wapnia  otrzymanych
na ACCENT-200 (y) i na BECKMAN COULTER AUG680 (x),
z uzyciem 60 probek surowicy, dato nastgpujace wyniki:

y =0,9846 x + 0,2834 mg/dl,

R=0,975 (R — wspotczynnik korelacji)

Poréwnanie ~ wynikow  oznaczen  wapnia  otrzymanych
na ACCENT-200 (y) i na BECKMAN COULTER AUG680 (x),
z uzyciem 67 probek moczu, dato nastgpujace wyniki:

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

R=0,998 (R — wspoétezynnik korelacji)

Porownanie ~ wynikéw  oznaczen  wapnia  otrzymanych
na ACCENT MC240 (y) i na BECKMAN COULTER AU680
(x), z uzyciem 60 probek surowicy, dato nastgpujace wyniki:

y =0,939 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 — wspoétezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.

LITERATURA
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Henderson A. R. (1999) p. 1395-1457.

2. Michaylova V, Ilkova P. Photometric determination
of micro amounts of calcium with arsenazo III
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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
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INTENDED USE

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

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 Dbicarbonate. 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 MC240, ACCENT S120).

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.

ACCENT-200 CALCIUM ARSENAZO (Il GENERACIJA / Il GENERATION / II IIOKOJIEHHE)

=  Glassware should be soaked for a few hours in 2M HCl
solution and then thoroughly rinsed with distilled water.

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 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 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.

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, ACCENT S120), 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

REFERENCE VALUES *

serum mg/dl mmol/l
adult 8.6-10.3 2.15-2.57
random urine mg/dl mmol/l
male 0.9-37.9 0.225-9.47
female 0.5-35.7 0.125-8.92
24-hours urine mg/24h mmol/24h
adult 100 — 300 25-75

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
concentration in

concentration in of 24-hours
. = sample of 24- X .
24-hours urine hours urine urine
[mg/24h] [dl/24h]

[mg/dl]

Repeatability Mean SD CcvV

(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 (0%

(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=30 level 2 12.7 0.18 1.4
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=  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=10.956 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
AU680 (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 III
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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MPEIITIOJJATAEMOE UCITOJIb30BAHUE
Jluarnoctuueckuii HabOp Ut ONMpENENeHUs] KOHLEHTpPALUKU
KaJbLus, npeHa3HaueH ISt HCTIOJIB30BAHMS
Ha  ABTOMAaTHYECKHX aHAIM3aTOpax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, BS-120, ACCENT
S120, ACCENT MC240, ACCENT M320, ACCENT 400
1 ACCENT Neo200.

PeareHTh! JOJDKHBI HCTOIB30BATCS TONBKO ISl AHATHOCTHKA
in vitro, XBaIM(HUIMPOBAHHBIM JTaGOPATOPHBIM IEPCOHAIIOM,
B eMsAX, Ui KOTOPBIX ~ OHM  MpEAHA3HAYEHBI,
B COOTBETCTBYIOIINX JIAOOPATOPHBIX YCIOBHUSIX.

BBEJIEHUE

KanbImii urpaer cymecTBeHHYIO POJib BO MHOTHX (yHKIHUSX
KJIETKU: BHYTPH KIETKH YYacTBYeT B COKpAIEHHU MBbIIII]
U MeTabos3Me IIIMKOreHa; BHE KJICTKH — B (JOPMUPOBAHUH
MHHEPAIBHOTO MaTpPHUKCA KOCTCﬁ, B CBCPTBIBAHHH KPOBH
U Tepefaye HEPBHBIX HMITYJIbCOB. Kanpluii mpucyTcTBYeT
B IUTa3Me B TpexX (opmax: cBOOOIHOM, CBSI3aHHOM ¢ OemKaMu
U B BHJE KOMIUIEKCOB C TAaKMMH aHMOHaMH, Kak ¢ocdar,
muTpaT U OukapOoHar. CHIDKCHHME KOHIIEHTpAIMH OOIIero
KaJbplusd MOXKET 6LITB CBA3aHO C 3a6OJ'ICBaHPlﬂMH KOCTHOTO
anmapara (0COOEHHO OCTEONOpPO30M), 3a00JICBAHUSMU MOYEK
(ocobenHO mpu amanuse), AePEKTUBHON HHTECTHHAIBHOM
abcopOuun u THIIONIAPATUPOHIN3ME. IoBblieHme
KOHIICHTPAIUK OOIIEro KaJbIMs MOXKET HaOIIofaThesl MPH
TUIEPIIAPATUPOUIU3ZME, 3JI0KAYECTBEHHBIX 3a00JIEBaHUAX U
capkouose. Omnpesienenne KOHIEHTPALMH KaJbIUs [OJIE3HO
JUIA MOHUTOpPHUHIA MOMNOJIHEHHUS 3alacoB KallblUs, TIaBHBIM
00pa3oM ISt PEAYIPEekKIEHHUST 0CTEOnopo3a.

MNPUHIUII METOJA

doTomMeTpuueckuii TeCT ¢ ucnosb3oBaHueM apceHaso I11.
Kanbimit B HelTpanbHOIl cpene obpasyer ¢ apcenaso III
KOMILJIICKC, oxpameﬂﬂmﬁ B CHHUIt LBET, MHTCHCHUBHOCTH
OKpacKd  KOTOPOTO  IIPONOPIHOHANBHA  KOHIIEHTPAIlHH
KajabLUsA. Brusinue wmaruus yCTpaHsaeTcs HOGHBH@HI/IGM
8-THAPOKCHXUHONUH-5-CYTb(OHOBOM KHCIOTHI.

PEATEHTBI
CocraB Habopa
1-Reagent 2 x 36 M

[Ipu Temneparype 2-8°C peareHTbl COXPAHSIOT CTAOMIBHOCTh
B TEUCHHE BCETO CPOKA TOIHOCTH, YKa3aHHOTO Ha yITaKOBKE.
CrabuibHOCTh Ha O0pTy ananuzaropa npu 2-10°C cocrasisier
12 menmems (ACCENT-200, ACCENT MC240, ACCENT
S120).

KoHIeHTpanuu KOMIIOHEHTOB B peareHTe
tdocdarusrii 0ydep (pH 7,5)
8-THAPOKCHXUHOINH-5-CyIb(OHOBAS
KHCIIOTa

apcenaso II1

< 80 MmoOJIB/IT
< 6 MMOIB/TT

<120 MKMOJIB/TT
JIeTepreHThl, KOHCEePBAHT

ACCENT-200 CALCIUM ARSENAZO (Il GENERACIJA / Il GENERATION / II IIOKOJIEHHE)

Ipegocrepeskenns H NPUMeYAHUS

= JlpenoxpaHATh OT  HPAMBIX  CONHEYHBIX  JydeH
U 3arpsA3HEHNs !

=  He 3aMOpauBaTh peareHr.

- ['aBHBIM HMCTOYHHKOM OIMMOOK SIBIISICTCS 3arpsA3HCHHas
CTCKJIsIHHAs nocyna. Pexomex—mye‘rca HUCIIOJIb30BaTh
OJIHOPa30BYI0  IUIACTUKOBYIO Tocydy. CTeKIIHHYIO
MOCYAy CJeIyeT 3aMOYUTh Ha HECKOJIIBKO 4acoB B 2M
HCI, a 3aTeM THIATEIbHO NMPOMBITH AUCTHILIHPOBAHHON
BOJIOH.

BAOJOTMYECKHUA MATEPHAJT

CpIBopoTKa. Moua, cyTo4Hast Mova.

CBIBOPOTKA MOJKET XpaHUTbCS 10 7 cyTok mpu 20-25°C, unn
1o 3 uenenb npu 4-8°C. IIpoGsl, 3aMoposkeHHble npH -20°C
MOTYT XPaHHUTBCS JI0 8 MECSILIEB.

3arps3HeHHbIE MPOOLI ClIeTyeT BHIOPAKOBBIBATS.
Ipurorojenune coopa cyTouHOii MOYM: 4TOOHI M30EKATH
BBINAJAHKS COJCH KalblUsi B OCAnOK, CIEAyeT N00aBUTh
B TOCYZly, B KOTOpyIo Oyzner cobpana moua, 10 mix 6M HCL
Taxke MOKHO PaCTBOPUTD YK€ BBINABLIMI B COOpaHHOI MOYe
0caJIoK ImyTeM 3akucienus ero 1o pH < 2,0. [IpexsapurensHo
npoObl  MOYM  cienyeT  pa30aBUTh  (PM3UOIOTMYECKHM
pacTBOPOM B COOTHOIIGHMH 1:1, a pe3ylabTaT yMHOXHTbH
Ha KO3 QUIMEHT pa3BeIeHHS.

TeM He MeHee, PEKOMEHIYeTCsl IIPOU3BOIHUTE HCCIICIOBAHUS
Ha CBEKEB3ATOM OMONOTHYECKOM MaTepuane!

IPOIEYPA ONIPEJAEJIEHUA

1-Reagent roToB K HCIOJIB30BAHUIO.

B xauectBe OnaHK-peareHTa PEKOMEHIYETCs HCIOJIB30BaTh
JICHOHU30BaHHYIO BOTY.

Jns anamzatopoB ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S u BS-120 pexomenayercs onpenensth OnaHk
peareHra npu KaXI0# KanuOpoBKe.
B kadyecTBe OllaHKa peareHTa CleQyeT HCIOJIb30BaTh
JICHOHU3HUPOBAHHYIO BOXYy. IIpH BBINONHEHHH KalHOPOBKH
cnenyer BoiOpath Tun 3axaun Calib + Rgt.BIk.

Heo0xonumbie geficTBus:

[Ipu BeIONHEHNM aHaMM30B Ha aHanu3aropax: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S u BS-120 B0o3MOXHO
HCKaKeHHe Pe3yJbTaToB AHAJN30B,
HEePEKPECTHBIM 3arpsi3HEHHEM MEXIy  peareHTaMH:
CALCIUM ARSENAZO - PHOSPHORUS,
RF - CALCIUM ARSENAZO, CALCIUM ARSENAZO -
LIPASE. UYrto06sl wu3bexars dToro sddekra, cnepyiite

BBI3BAHHOC

CYTOYHAsI MOYA Mr/244 MMOJIb/244

= TouHocTh

B3pOCIIbIe 100 — 300 2,5-75

Kaxnmoit mabopaTopun pEeKOMEHIYeTCs yCTaHOBHTH CBOH
COOCTBEHHBIC HOPMBI, XapaKTepHBIE Uil  00CIeayeMoro
KOHTHHI'CHTA.

KOHHCHTpaHHﬂ KaJiblus B CyTO‘lHOi/i MoOYe — pacuer

KOHIIEHTPAIHs
KOHLIEHTpauus 00beM MOuH,
KaJbIns B .
KaJbIus B BBIJIETISIEMBIi
. = obGpasiie x
CyTOUHOH . 3a CyTKHU
CYTOUHOH
Moue [Mr/244] Y [nn/244]

Mouu [mr/mi]

PEKOMEHIAIMAM, CoziepIKaIMCsT B HHCTPYKIHK
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)KUHHBI 0,9-379 0,225 -9,47
SKEHIITUHBI 0,5-35,7 0,125-18,92
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KOHTPO.JIb KAYECTBA

Jlnd BHYTPEHHETo KOHTPOIs KayecTBa, I KaKIOH CepHr
u3MepeHuit, pexomenmyercs ucnomb3oBats: CORMAY
SERUM HN (Kar. Ne 5-172) u CORMAY SERUM HP
(Kar. Ne 5-173) -npu uccnenosannn ceiBoporkn; CORMAY
URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
u LEVEL 2 (Kar. Ne 5-162) - mpu_Wcciel0OBaHHH MOYH.
Jns KanuOpoBKH ABTOMAaTH4ECKHUX aHaJIN3aTOPOB
peKOMeHIyeTCs HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177). B xauectBe
0-xanubpaTtopa peKoMeHyeTcs HCIIONIB30BaTh
JIEHOHU30BaHHYIO BOLY.

KammbpoBouHylo KpHBYIO CIELyeT COCTaBIIATh KaxK/ble
12 megems (ACCENT-200, ACCENT MC240, ACCENT
S120), mpu KaxkJ0H CMEHE JIOTa PEareHTOB U B cily4ae
HCO6XOI{HMOCTH, Hamp. €CIh  Ppe3yNIbTAThl  ONMPEACICHUS
KOHTPOJIBHBIX CBIBOPOTOK HE MONAJal0T B pe(epeHTHBIN
JIAaITa30H.

XAPAKTEPUCTUKHA ONPEJAEJIEHUS

OTH METPOJIOTHYECKUE XapaKTEPHCTHKH OBLIN MOTyYEHBI TIPH
HCIIOJIb30BAaHUH ABTOMATUYCCKUX AHAJIU3aToOpPOB:
ACCENT-200 1 ACCENT MC240. Pe3ynbTaThl, 0JIy4eHHbIE
Ha Ipyrux aHAJIM3aTopax v BPYIHYIO, MOTYT OTJIMYATBCS.

=  LoB (npenei 6;1aHKa):
0,00 mr/mt (0,00 mmons/it) - ACCENT-200
0,00 mr/mm (0,00 mmons/m) — ACCENT MC240

= LoD (npeses obHapy:KeHus1):
0,08 mr/m (0,02 mmons/it) - ACCENT-200
0,03 mr/mm (0,0075 mmons/m) — ACCENT MC240

= LoQ (mpese Komyect 0 OHIpe/Ie/IeHHUs):
0,34mr/m1 (0,085 mmonb/i) - ACCENT-200
0,33 mr/mn (0,0825 mmons/m) — ACCENT MC240

= JluHeiHOCTDb:
110 22 mr/mwi (5,5 mmons/) — ACCENT-200
110 20,1 mr/m (5,025 mmons/m) — ACCENT MC240

B cimyuae Gonee BBICOKMX KOHLEHTpAlMi, pa3daBbTe NpoOy
0,9% NaCl u noBropuTe HCCIENOBAaHHE. Pe3ylIbrar yMHOKBTE
Ha (aKTop pa3Be/IeHIs.

= Cpneuudnunocts / Unrepdepenunn

Temormobun o 5 r/mi, ackopbar gm0 62 wmr/m,
owmpyoun 1m0 40 wmr/mi, Tpurmnepuasl o 2000 mr/mn
1 Maruuit 10 20 MI/u1, He BIUSIOT Ha Pe3yJIbTaThl ONPE/IeIICHHUS.

ACCENT-200 CALCIUM ARSENAZO (Il GENERACIJA / Il GENERATION / I IIOKOJIEHUE)

IToBTOpsieMocTH Cpennee SD Ccv

(MEXIy CepUsIMH) [mr/ ] [mr/mn] | [%]
ACCENT-200 ypOBeHb 1 9,73 0,08 0,77
n=20 YpOBEHB 2 12,4 0,13 1,06
ACCENT MC240 ypoBeHs 1 10,1 0,17 1,65
n=20 YpOBEHb 2 12,5 0,06 0,45
BocnpousBoaumMocTh Cpennee SD CvV
(130 JHS B JICHB) [™mr/mn] [mr/na] | [%]
ACCENT-200 ypoBeHb 1 9,8 0,25 2,6
n=80 ypoBeHb 2 12,6 0,24 L9
ACCENT MC240 ypoBeHb 1 10,3 0,20 1,9
n=80 ypoBeHb 2 12,7 0,18 1,4

= CpaBHeHHe MeTO/a

CpaBHEHHME MEXIy pe3y/lIbTaTaMH ONPENEICHHs KasbIus,
nomyuenasivi  Ha  ACCENT-200 (y) u BECKMAN
COULTER AUG680 (x) mis 60 006pa3oB CHIBOPOTKH a0
CITeIOIHE PE3yIbTAThL:

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

R=0,975 (R — K03 HHUIHEHT KOPPEISAIHH)

CpaBHEHHE MEXAYy pe3y/lIbTaTaMH ONPENCICHHS KajbIus,
nonyyenusiMu  Ha  ACCENT-200 (y) u BECKMAN
COULTER AU680 (x) mmst 67 o0pa3moB Moua Jaio
CIIE/LYIOLIHE PE3YIIbTATHI:

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

R =0,998 (R — k02 HHLIEEHT KOPpPESLHH)

CpaBHEHHE MEXIy pe3yibTaTaMH OINpENETeHHs KajbIlHs,
nonmydenusivu Ha ACCENT MC240 (y) 1 BECKMAN
COULTER AUG680 (x) mist 60 006pa3oB CHIBOPOTKH Jajo
CITeIIOIHE PE3yTbTAThI:

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

R =0,981 (R — xoaddunmenT xoppensmum)

CpaBHEHHME MEXLy pe3y/lIbTaTaMH ONpENEICHHs KajbIus,
nonyuenasivi Ha ACCENT MC240 (y) 1 BECKMAN
COULTER AU680 (x) mmt 70 oOpasuoB Moua Jajno
CIIE/LYIOLIHE PE3YIIbTATHI:

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

R =0,997 (R — K03 HHIHEHT KOPPEIISIIIH)

YTUJIU3ALUA OTXO/10B
B COOTBETCTBUH C JIOKAIBHBIMU TPEOOBAHHAMH.

JUTEPATYPA
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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 III. 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

PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIUS pasi:

e ACCENT-200

Parameters

Test Name Ca ARS R1 300

Test No 59 R2

Full Name Calcium Sample Volume 3
Arsenazo

Reference No | 59 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 670 nm Concentration 0.34 |22

Secon. Wave. Linearity Limit

Trend Increase Substrate Limit

Reac. Time 0 J19 Factor

Incuba. Time D Prozone check

Unit mg/dl

Precision 0.01 o [ Je [ Ja3[ Ja[ ]

PC | | Abs]|

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day)

Difference Limit 0

SD 0

Blank Response |0 | 50000

Error Limit 0

Coefticient 0

e ACCENT-200 II GEN

Parameters

Test Name Ca ARS R1 300

Test No 59 R2

Full Name Calcium Sample Volume 3
Arsenazo

Reference No | 59 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 670 nm Concentration 0.61 [22

Secon. Wave. Linearity Limit

Trend Increase Substrate Limit

Reac. Time 0 J19 Factor

Incuba. Time D Prozone check

Unit mg/dl

Precision 0.01 ql D q2 l:l q3 El q4 l:l

PC | |Abs | |

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day)

Difference Limit 0

SD 0

Blank Response 0 [50000

Error Limit 0

Coefficient 0

e ACCENT-2208

Parameters

Test Ca ARS
No 59

Full Name Calcium

Arsenazo

Standard No | 59

Reac. Type Endpoint

Pri. Wave. 670 nm

Sec. Wave.

Direction Increase

Reac. Time [0 [30

Incuba. Time

R1 300
R2

Sample Volume 3
R1 Blank

Mixed Rtg. Blank
Linearity Range 0.33 1204
Linearity Limit
Substrate Limit
Factor

|:| Prozone check

Unit mg/dl
Precision 0.01 ql I:l q2 I:l q3 l:l q4 I:l
PC | | Abs] |
Calibration Rule
Rule Multi-point Linear
Sensitivity 1
Replicates 2
Interval (day)
Difference Limit 0
SD 0
Blank Response 050000
Error Limit 0
Coefficient 0
e BS-120
Parameters
Test Ca ARS R1 300
No 67 R2
Full Name Calcium Sample Volume 3
Arsenazo
Standard No | 67 R1 Blank
Reac. Type Endpoint Mixed Rtg. Blank
Pri. Wave. 670 nm Linearity Range 0.31 209
Sec. Wave. Linearity Limit
Direction Increase Substrate Limit
Reac. Time 0 [19 Factor

Incuba. Time |16

Unit mg/dl

Precision 0.01

Calibration Rule

|:| Prozone check

at [ Ja2 [Ja3 [ Ja4 []

PC | | Abs| |

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day)

Difference Limit

SD

Blank Response

[50000

Error Limit

=l =l == [~ [~}

Coefficient

ACCENT-200 CALCIUM ARSENAZO (Il GENERACIA / Il GENERATION / Il [TIOKOJIEHHE)
51_03_03_019_06
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e ACCENT S120

Chem [ Ca Ars ] No. [ 059 ] Sample Type
Chemistry | Calcium Arsenazo Print name
Reaction Type | Endpoint Reaction Direction
Pri Wave [ 670 nm ] Sec Wave l:l

Unit [ mg/dL ] Decimal
Incubation Time @
Blank Time \ -3 | \ -1 \ Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard [ 2 ] uL | JuL [ | uL RI uL
Decreased | 2 ] uL [ 20 JuL [ 180 | uL R Ju
Increased | | uL [ JuL [ | uL
I:l Sample Blank - Auto Rerun
Linearity range (Standard) ‘ 0.31 | ‘ 19.6 ‘ Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) \ | | Mixed Blank Abs | -40000 ] [20000 ]
R1Blank Abs [__-40000 |  [__40000 ] On-board Stability Day(s)
Blank Response [ -40000 | [ 40000 ] Reagent Alarm Limit I:'
Twin Chemistry [ | l:l Enzyme Linear Extension
:I Prozone Check
oo L1 o [ wvi I o3[ | 04 | [ 2 N
os 1 o6 [ vs [0 epcr | ] pc2 | | L 11
\:’ Sample Pretreatment I:l Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol I:l ulL Pretreat Sample Vol :l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear ] I:l Bottle Changed
Factor l:l Replicates l:| Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time Hour
Slope Diff [ | sp [ ]
Sensitivity l:] Repeatability
Deter Coeff \:
ACCENT-200 CALCIUM ARSENAZO (II GENERACIJA / I GENERATION / II [TIOKOJIEHUE) str. / page / ctp. 8/10
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ACCENT-200 CALCIUM ARSENAZO

e ACCENT MC240

e ACCENT M320

Chem [ Ca Ars

] No.[_059 ]

Chemistry | Calcium Arsenazo

Reaction Type | Endpoint

Pri Wave [ 660 nm

Sample Type | SERUM / URINE
Print name

Reaction Direction | positive

SeeWave [ ]

Unit [ mg/dL | Decimal
Incubation Time II'
Blank Time [ -3 ] [-1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
SN s o 7 7 m— 7 A E— uL
Decreased | 2 ] uL [ 20 JuL [ 180 ] uL R Ju
Increased [ ] uL [ JuL | | uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) | 0.33 | | 20.1 | Linearity Limit | |
Linearity Range (Decreased) [ ] [ | Substrate Depletion [ ]
Linearity Range (Increased) [ ] | Mixed Blank Abs [ -35000 | [35000 ]
RIBlank Abs [ 35000 ] [ 35000 ] On-board Stability Day(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit I:]
Twin Chemistry [ ] :l Enzyme Linear Extension
\:| Prozone Check
oo 1 o2 [ wvi L0 o0 1 0 1 v2 [C10C
os [ ] o [ 71 v L J[C Jrear 7 p2 [ ] L 101
I:l Sample Pretreatment ‘:l Control Pretreatment l:l Calibrator Pretreatment
[ ] Pretreat Sample Vol \:| ul Pretreat Sample Vol :| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear ] I:l Bottle Changed
Factor I:| Replicates |:| Lot Changed
I:] Cal Time
ACCEPTANCE LIMITS
Cal Time
Slope Diff  [__] sD [ ]
Sensitivity :| Repeatability
Deter Coeff I:I

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
Sample Vol Aspirated Diluent Reagent Vol
Standard | 2 | uL | JuL | | uL R1 uL
Decreased | 2 ] uL | 20 JuL [ 180 ] uL R2[ JuL
Increased [ ] uL | Jur | | uL
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 | 35000 ] [35000 ]
RIBlank Abs 35000 ] [ 35000 ] On-board Stability Day(s)
Blank Response [ -35000 ] [ 35000 | Reagent Alarm Limit [ |
Twin Chemistry [ | |:] Enzyme Linear Extension
1 Prozone Check
oo 1 o2 [ vi L0 o3[ ] o4 | [ B N
os 1 o6 [ 1 v3 101 rarl | pc2 | | 11

[ Sample Pretreatment
[ |

CALIBRATION SETTINGS

Math model | Multi- point linear |
Factor I:l Replicates
ACCEPTANCE LIMITS

Cal Time Hour

Slope Diff [ ] sp [ 1]
Sensitivity I:l Repeatability

Deter Coeff I:'

:l Control Pretreatment
Pretreat Sample Vol :] ul

[ calibrator Pretreatment

Pretreat Sample Vol :] ul
AUTO CALIBRATION

[ 1 Bottle Changed

:] Lot Changed

[ 1cal Time

ACCENT-200 CALCIUM ARSENAZO (Il GENERACIJA / Il GENERATION / II IIOKOJIEHHE)
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