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PRESTIGE 24i RF

Nr kat. 4-269, 4-488 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania poziomu czynnika
reumatoidalnego, 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

Czynnik reumatoidalny (RF) jest autoprzeciwcialem
skierowanym  przeciwko ludzkim IgG powszechnie
wystepujacym w  surowicach w  wysokim  stezeniu
w pewnych warunkach, szczegdlnie u pacjentow
z reumatoidalnym zapaleniem stawow.

Oznaczanie  warto$ci RF  jest  wykorzystywane
w diagnozowaniu, ocenie efektow terapii i prognozowaniu:
reumatoidalnego zapalenia stawow, liszaja rumieniowatego
(uktadowego), przewlektych chorob watroby i innych
schorzen.

ZASADA METODY

W wyniku reakcji antygen-przeciwcialo pomigdzy RF
(zawartym w probce) a denaturowanymi, ludzkimi IgG
(zwigzanymi z czastkami lateksu) nastgpuje aglutynacja.
Jest ona wykrywana jako zmiana absorbancji (572 nm)
i jest wprost proporcjonalna do ilosci RF w probce.
Rzeczywista warto$§¢ RF jest nastgpnic wyznaczana przez
interpolacj¢ z  krzywej kalibracyjnej  sporzadzonej
z kalibratorow o znanym poziomie RF.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-269 Nr kat. 4-488

(statyw-24) (statyw-36)
1-Reagent 2 x40 ml 3x23ml
2-Reagent 2x15ml 3x9ml
Tlos¢ testow
Prestige 24i 300 250
Biolis 24i Premium 300 250
Biolis 30i 300 250

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwalo§¢ do daty wazno$ci podanej na opakowaniu.
Stabilnos¢ odczynnikow przechowywanych na poktadzie
aparatu w temp. 2-10°C: Prestige 24i — 12 tygodni, Biolis 24i
Premium — 12 tygodni.

Stezenia skladnikéw w zestawie

zawiesina czastek lateksu uczulonych za pomoca
denaturowanych ludzkich IgG (pH 7,3) 0,17 w/v%
bufor glicynowy (pH 8,3)

konserwant

PRESTIGE 24i RF

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim S$wiatlem stonecznym
i zanieczyszczeniem!

=  Po wykonaniu oznaczenia odczynniki przechowywac
w temp. 2-10°C w butelkach zamknigtych korkami.
Nie zamienia¢ korkow.

= Odczynnikéw roéznych serii nie nalezy zamieniaé
i mieszac.

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

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyng
(sol litowa lub sodowa), EDTA (sl sodowa lub potasowa)
lub kwas cytrynowy.

Jesli test nie moze by¢ wykonany na $wiezym materiale
probki  nalezy  przechowywaé w  temp. -20°C.
Unika¢ wielokrotnego zamrazania i rozmrazania probek.
Jednak polecamy wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent i 2-Reagent sa gotowe do uzycia.

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

2-Reagent nalezy ustawi¢ w pozycji startowej w statywie

odczynnikowym

Dla analizator6w Prestige 24i oraz Biolis 24i Premium

do wykonania proby zerowej nalezy uzywac 0,9% NaCl.

Dla analizatorow Biolis 30i do wykonania proby zerowej

nalezy uzywa¢ wody dejonizowanej.

‘Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczen na analizatorze, moze wystapi¢, wptywajacy
na wyniki oznaczen efekt przeniesienia pomiedzy
odczynnikami: RF — CALCIUM ARSENAZO,
RF - CALCIUM. W celu uniknigcia tego efektu nalezy
zastosowa¢ si¢ do zalecen zawartych w instrukcji:
51 03 24 008 BIOLIS 24i PREMIUM_CARRYOVER.

= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢ wplywajacy na wyniki
oznaczen efekt przeniesienia pomiedzy odczynnikami:
RF — CALCIUM ARSENAZO, RF - CALCIUM.
W celu uniknigcia tego efektu nalezy zastosowaé
si¢  do  zaleceh  zawartych w instrukcji:
51_03_24_009_BIOLIS_30i_CARRYOVER.

WARTOSCI PRAWIDLOWE *

surowica, osocze <18 IU/ml

Zalecane jest opracowanie przez kazde laboratorium
wilasnych zakresOw wartosci prawidlowych
charakterystycznych dla lokalnej populacji.
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KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii
oznaczen nalezy dofacza¢ surowice kontrolne CORMAY
IMMUNO-CONTROL I (Nr kat. 4-288).

Do kalibracji analizatoré6w automatycznych nalezy stosowaé
zestaw CORMAY RF CALIBRATORS (Nr kat. 4-277).
Krzywa  kalibracyjna ~ powinna  by¢é  sporzadzana
co 4 tygodnie (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 nizej rezultaty uzyskano uzywajac analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia
oznaczenia na innym analizatorze otrzymane wyniki moga
roznic¢ si¢ od podanych.

= LoB (granica $lepej préoby): 0,0 [U/ml

= LoD (granica wykrywalnoSci): 1,3 [U/ml

= LoQ (granica oznaczalnos$ci): 11 IU/ml

= Liniowo§¢: do 113 IU/ml

Dla wyzszych stgzen probke nalezy rozcienczyé
0,9% roztworem NaCl, oznaczenie powtorzy¢, a wynik
pomnozy¢ przez wspotczynnik rozciefczenia.

= Specyficzno$¢ / Interferencje

Hemoglobina do 1,0 g/dl, bilirubina do 66 mg/dl, intralipid

do 20 g/l nie wptywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalno$é (run to run) | Srednia SD (6%
n=20 [IU/ml] | [TU/ml] [%]

poziom 1 18,4 0,35 1,88
poziom 2 37,2 0,31 0,84
Odtwarzalnos¢ (day to day) | Srednia SD (6%
n=_80 [IU/ml] | [TU/ml] [%]

poziom 1 17,5 0,87 5,0
poziom 2 38,9 0,65 1,7

=  Poréwnanie metody

Porownanie ~ wynikow  oznaczen RF, wykonanych
na Biolis 30i (y) i na BECKMAN COULTER AU680 (x),
z uzyciem 66 probek surowicy, dato nastgpujace wyniki:
y=0,9762 x + 0,7766 1U/ml;

R =0,997 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.

PRESTIGE 24i RF

LITERATURA
1. Galvin J.P. et all.: Particle enhanced photometric
immunoassay systems., Clin Lab. Assay

(Pap.Annu.Clin.Lab.Assays Conf.), 4,73 (1983).

2. Singer J.M. et al.: The latex fixation test. I. Application
to the serologic diagnosis of rheumatoid arhritis, Amer. J.
Med., 888 (1956)

3. Alan H.B. Wu: Tietz Clinical Guide to Laboratory Tests,
4th ed. WB Saunders, 960, (2006).

4. Wewngtrzne badania nad zakresem referencyjnym
dla czynnika reumatoidalnego.

Data wydania: 04.2021.
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PRESTIGE 24i RF

Cat. No. 4-269, 4-488 (EN)

INTENDED USE

Diagnostic kit for determination of rheumatoid factor levels
used in automatic analysers: Prestige 24i, Biolis 24i, Prestige
24i Premium, Biolis 24i Premium and Biolis 30i.

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

INTRODUCTION

Rheumatoid factor (RF) is an autoantibody against human
IgG commonly seen in sera at a high concentration in some
conditions, particularly in patients with rheumatoid arthritis.
The measurement of RF value is useful in evaluating
the diagnosis, effects of therapy and prognosis of RA,
systemic lupus erythematosus, chronic hepatopathy, etc.

METHOD PRINCIPLE

When an antigen-antibody reaction occurs between RF
in a sample and denatured human IgG which has been
sensitized to latex particles, agglutination results.
This agglutination is detected as an absorbance change
(572 nm), with the magnitude of the change being
proportional to the quantity of RF in the sample. The actual
concentration is then determined by interpolation from
a calibration curve prepared from calibrators of know
concentration.

REAGENTS
Package
Cat. No 4-269 Cat. No 4-488
(24-TRAY) (36-TRAY)
1-Reagent 2x40ml 3x23ml
2-Reagent 2x 15ml 3x9ml

The reagents when stored at 2-10°C are stable up to expiry
date printed on the package Stability on board of the analyser
at 2-10°C: Prestige 24i — 12 weeks, Biolis 24i Premium — 12
weeks.

Concentrations in the test

suspension of latex particles sensitized

with denatured human IgG (pH 7.3) 0.17 w/v%
glycine buffer solution (pH 8.3)

preservative

‘Warnings and notes

=  Protect from direct sunlight and avoid contamination!

=  After measurements are taken, reagent bottles should
capped and kept at 2-10°C. Do not interchange the caps
of reagent bottles.

= Reagents with different lot numbers should
not be interchanged or mixed.

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

PRESTIGE 24i RF

SPECIMEN

Serum or plasma (Na-EDTA, K-EDTA, Na-Heparin,
Li-Heparin, citric acid).

If the test cannot be done immediately, the sample should
be placed in a tightly sealable container and stored at -20°C.
Repeated freezing and thawing should be avoided.
Nevertheless it is recommended to perform the assay
with freshly collected samples

PROCEDURE

1-Reagent and 2-Reagent are ready to use.

1-Reagent put on basic position in reagent tray.

2-Reagent put on start position in reagent tray.

In analysers Prestige 24i and Biolis 24i Premium for reagent

blank 0.9% NaCl is recommended.

In analysers Biolis 30i for reagent blank deionized water

is recommended.

Actions required:

= Biolis 24i Premium: When performing assays
in analyser, there is a probability of cross-
contamination affecting the  tests results:
RF — CALCIUM ARSENAZO, RF - CALCIUM.
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 analyser, there
is a probability of cross-contamination affecting
the tests resultss RF — CALCIUM ARSENAZO,
RF - CALCIUM. To avoid this effect follow
the recommendations contained in the instruction
51_03_24_009_BIOLIS_30i_CARRYOVER.

REFERENCE VALUES *

= LoD (Limit of Detection): 1.3 TU/ml

=  LoQ (Limit of Quantitation): 11 IU/ml

=  Linearity: up to 113 IU/ml

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

=  Specificity / Interferences

Haemoglobin up to 1.0 g/dl, bilirubin up to 66 mg/dl,

intralipid up to 20 g/l do not interfere with the test.

= Precision

Repeatability (run to run) Mean SD CV
n=20 [IU/ml] | [IU/ml] | [%]

level 1 18.4 0.35 1.88
level 2 37.2 0.31 0.84
Reproducibility (day to day) Mean SD CV
n=2380 [IU/ml] | [IU/ml] | [%]

level 1 17.5 0.87 5.0
level 2 38.9 0.65 1.7

serum, plasma <18 IU/ml

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 IMMUNO-
CONTROL I (Cat. No 4-288)

For the calibration of automatic analysers systems
the CORMAY RF CALBRATORS kit (Cat. No 4-277)
is recommended.

The calibration curve should be prepared every 4 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
the automatic analysers Biolis 30i. Results may vary

if a different instrument is used.

= LoB (Limit of Blank): 0.0 IU/ml
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= Method comparison

A comparison between RF  values determined
at Biolis 30i (y) and at BECKMANN COULTER AU680
(x) using 66 serum samples gave following results:
y=0.9762 x + 0,7766 1U/ml;

R=0.997 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i RF

LITERATURE
1.Galvin J.P. et all.: Particle enhanced photometric
immunoassay systems., Clin Lab. Assay

(Pap.Annu.Clin.Lab.Assays Conf.), 4,73 (1983).

2.Singer J.M. et al.: The latex fixation test. I. Application
to the serologic diagnosis of rheumatoid arhritis, Amer. J.
Med., 888 (1956)

3.Alan H.B. Wu: Tietz Clinical Guide to Laboratory Tests,
4th ed. WB Saunders, 960, (2006).

4.Internal reference range studies.

Date of issue: 04.2021.
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PRESTIGE 24i RF

Kar.Ne 4-269, 4-488 (RUS)

MNPEANOJATAEMOE UCITOJIb30BAHUE
JlnarHoctuueckuit  HaGbOp UL ONpEICNCHUsS  YPOBHS
PEBMATONIHOTO (akropa, MpeHa3HAYCH st
UCIIONB30BAHUs Ha aBTOMATHYECKHX aHaju3aropax: Prestige
24i, Biolis 24i, Prestige 24i Premium, Biolis 24i Premium n
Biolis 30i.

PeareHTBl  JOJOKHBl ~ HCIIONB30BAaThbCs  TONBKO LIS
JIMArHOCTHUKY in Vitro, KBaTM(ULUPOBAHHBIM J1a00PATOPHBIM
MEPCOHANIOM, B LIEJSAX, [UIsi KOTOPHIX OHU IpeIHAa3HAYEHBI,
B COOTBETCTBYIONINX JIAOOPATOPHEIX YCIOBHUSAX.

BBEJEHUE

Pesmartounusiii  ¢akrop (RF) sBisercs aytoaHTHTENIOM
HpoTHB YenoBedeckoro IgG, TOBHIIEHHBIE KOHIEHTPAIUN
KOTOPOTO HAOMIOAAIOTCS MPU Psfie COCTOSHMM OpraHm3Ma,
0COOCHHO y MAlUEHTOB C PEBMATOMJHBIM AaPTPUTOM.
Omnpenenennie 3HaueHuid RF  TMONE3HO MHpHM MOCTaHOBKE
JIMarHosa, OLICHKH s¢dpekra Teparuu
U TPOrHo3a PEBMATOMIHOTO  apTHPUTA, CHCTEMHON
BOJIYaHKH, xpox—mqecxoﬁ TeraToIaTuu U mp.

MPUHLUII METOJA

Ilpu peakiuu aHTHreH-antuTeno Mexay RF B mpoGe
u JICHAaTypUPOBAHHBIM YeJI0BEYECKIM IgG,
CCHCHOMIM3MPOBAHHBIM ~ HA  JIATEKCHBIX  YaCTHUIAX,
HpPOUCXOMUT arrmoTuHanms. OHa  ompenensercs  Kak
n3MeHenne abcopOrmu (mpu 572 HM), BEIMYHHA KOTOPOTO
nponopiroHanbHo konudectBy RF B mpobe. dakrudeckas
KOHIIEHTPAIHs OnpeieAeTCs o HMHTEPHOJISIHN
¢ KaIuOpPOBOYHOI KPHBOMH, IOCTPOCHHON IO KaaubpaTopam
C U3BECTHOMN KOHILIEHTpaIUEH.

PEATEHTBI
Cocras Habopa
Kar.Ne 4-269 Kar.Ne 4-488
(mraTtuB-24) (mrraTuB-36)
1-Reagent 2 x40 mn 3x23mn
2-Reagent 2x 15 mn 3x9mn

Ipu  Ttemmeparype  2-10°C,  peareHTHl  COXpaHSIOT
CTaONIBHOCTh B TEUCHHE BCETO CPOKA TOAHOCTH, YKA3aHHOTO
Ha ynakoBke. CTaOWIBHOCTH Ha OOpTY aHanM3aTopa IIpH
2-10°C cocrassier: wis Prestige 24i — 12 Henens, Biolis 24i
Premium — 12 Henens.

KoHueHTpanuu KOMIIOHEHTOB B peareHTax

CYCIEH3MA JTATEKCHBIX YaCTHIL,

CEHCHOMIM3UPOBAHHBIX C JJeHATYpHpoBaHHbIM I1gG 0,17 %
yenoseka (pH 7,3)

ruuHOBBIH Oydep (pH 8,3)

KOHCEpBaHT

PRESTIGE 24i RF

IIpenocrepe:xeHns: H NPUMeYAHHS

= TIlpenoxpaHaTb OT MPAMBIX  COJTHEYHBIX Jydeil
U 3arpsi3HeHus!

= TJlo OKOHYaHWH H3MEPEeHHi, OYTBUIKM C peareHTaMu
cleayeT 3akpbiTh M Xpanuth npu 2-10°C. Cnemyer
MPEAIPHHATE Mepbl, YTOOBI HE MEperyTaTh KPBIIIKH
GyTBUIOK.

- He CME€IIMBaTb MW HE HCIIOJB30BaThb COBMECTHO
peareHThl U3 pa3JInyHbIX JIOTOB.

= DBHuMarempHO IPOYMTAHTE MACIopT Oe30MacHOCTH
xumudeckoit npoaykuun (MSDS), KoTOpBIil comepxuT
noipoOHyI0 MHGOPMAIMIO O MpaBHiIaX 6e30MacHOro
XpaHCHHUS U MCIIOJIb30BaHU TOBapa.

BUOJIOT'MYECKUIA MATEPUAJ

CoiBopoTka, wmm  miasmMa  (Na-DJITA, K-D/ITA,
Na-T'enapun, Li-I'enapus, TMMOHHAsI KHCIIOTA).

Ecnu  wmccnemoBanne He  MOXeT OBITH  BBIIOJIHEHO
HEMEICHHO, po6bI crenyer MIOMECTHTh
B IUIOTHO 3aKpbITHIH KOHTeWHep M XpaHuTh mpu -20°C.
Crnemyer n30eraTh HOBTOPHBIX 3aMOPAKHBAHUH.

Tem He MeHee, PeKOMEH/IYeTCsl IPOU3BOAUTD HCCIEIOBAHUS
Ha CBEXKEB3STOM OHOJIOTMYECKOM MaTepHae!

IMPOLIEYPA OIIPEJEJIEHU ST

1-Reagent u 2-Reagent roTOBBI K UCIIOIb30BAHUIO.

1-Reagent crnefyer yYCTAaHOBHTh HA INTATHB B IO3MLUU

OCHOBHOTO PEareHTa.

2-Reagent cneqyeT yCTaHOBUTH HAa IUTATHB B IO3ULUH

CTapTOBOTO PeareHTa.

Jlnst ananusaropoB Prestige 241 u Biolis 24i Premium

B KauecTBe OJaHK-pearcHTa PEKOMEHJYeTCs HCIOIb30BaTh

0,9% NaCl.

st ananuzatopoB Biolis 30i B kauecTBe GniaHK-peareHTa

PEKOMEHTyeTCsl HCIIONb30BaTh JCHOHN30BaHHYIO BOTY.

Heo0xoaumble aeiicTBus:

= Biolis 24i Premium: I[Ipy BbINOJHEHUH aHAIM30B
Ha aHAIM3aTope, BO3MOXHO HCKAKCHUE DPE3yIbTaTOB
AHAIN30B BHI3BAHHOE HEPEKPECTHLIM 3arpsi3HEHHEM
Mexny pearentamu: RF — CALCIUM ARSENAZO,
RF - CALCIUM. Yro6sl u3bexars 31oro sddexra,
CHemyiiTe  PEKOMCHAALWSIM,  CONCPXKAIIUMCS B
uHCTpykmn 51_03_24_008_BIOLIS_24i_ PREMIUM _
CARRYOVER.

= Biolis 30i: [Ipu BeInONIHEHNN aHATM30B HAa AaHAIU3ATOPE,
BO3MOXKHO ~ HCKQ)KGHHE  PE3yNbTaTOB  aHAIIM30B,
BBI3BAHHOC IEPEKPECTHBIM _3arpsi3HEHHEM MEXIy
pearentamu: RF — CALCIUM ARSENAZO, RF —
CALCIUM. Yto6bl u3bexars 3toro a¢dekra, cienyiire
PEKOMEHIAIMAM,  CONEPXAIUMCS B MHCTPYKIIHH
51_03_24_009_BIOLIS_30i_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI ¢

KOHTPOJIb KAYECTBA

JUnsi BHYTPEHHEro KOHTPONS KadecTBa PEKOMEHIYeTCs
nucnons3oBate  CORMAY  IMMUNO-CONTROL I
(Kar.Ne 4-288) st kaxkoi cepum HU3MEpeHHiA.

Jiii  KanuOpOBKM — aBTOMATHYECKHX  aHAIM3aTOPOB
pekomeHayeTcst ucmonb3oBath  Habop CORMAY RF
CALBRATORS (Kat.Ne 4-277).

KamnOpoBOUHYI0 KPHBYIO CIEIYeT COCTaBISTh KaXkKIbIe
4 uepenu (Prestige 24i, Biolis 241 Premium), npu kaxmioi
CMEHE JI0Ta pEearecHToB M B CIydae HEOOXOIMMOCTH,
Harmp. €Cin Pe3yNIBTATHI OMNpEACIICHUSA KOHTPOJIbHBIX
CBIBOPOTOK HE HOMANaloT B pe()epEeHTHBII AHANa30H.

XAPAKTEPUCTHUKH BbIITIOJTHEHU A

OTH METPOJIOTHIECKHE XapaKTEPUCTHKH ObUIH IIOTyYCHBI
npu HCIIOJIb30BAHUHN aBTOMATHYECKOTO a”ajaudsaropa
Biolis  30i. Pe3ynbTaThl —IMOJy4YeHHbIE Ha  JAPYruX
aHAJIN3aTOPAX, MOTYT OTITHYATECS.

= LoB (npeaen 6;1anKa):
0,0 ME/Mn

= LoD (npenen o0Hapy:keHus1):
1,3 ME/Mn

=  LoQ (mpeaeJ KOJIH4YeCTBEHHOTO ONpe/ie/IeHHs):
11 ME/Mn

= JluHeiiHOCTB:
10 113 ME/ma

B crmyuae Gonee BBICOKMX KOHLIEHTpalMii, pa3baBbTe Mpoly
0,9% NaCl u mnoBropure wucciaenoBanue. Pesymbrar
YMHOXKbTe Ha (DaKTOp pa3BeIeHHs.

= Cnenuduynocts / UnTepdepenunn

Temorno6un no 1,0 r/mn, Ounupy6un 1o 66 wmr/mm,
uHTpamumux 1o 20 I/1 He BIMSAIOT Ha  Pe3YNbTAThl
onpenaeneHnit.

= TouHocTh

IToBTOpPSieMOCTH Cpennee SD Ccv
(Mexnay cepusiMu) n =20 [ME/ma] | [ME/mn] | [%]
ypoBeHb 1 18,4 0,35 1,88
YPOBEHB 2 37,2 0,31 0,84
Bocnpoussoanmocts Cpennee SD Ccv
(130 JHs B JieHb) n = 80 [ME/ga] | [ME/mn] | [%]
ypoBeHb 1 17,5 0,87 5,0
YpOBeHb 2 38,9 0,65 1,7

CBIBOPOTKA, [Ia3Ma < 18 ME/mn

Kaxnoit naboparopun pekoMeHayercs pa3paboTaTbh CBOU
COOCTBCHHBIE HOPMBI, XapaKTepHbIC I 00CIEeTyeMOro
KOHTHUHI'CHTA.
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= CpaBHeHHe MeTO/1a

CpaBHeHue pe3ynpTaToB onpezneneHus RF  momyueHHBIX
na Biolis 30i (y) u ma BECKMAN COULTER
AU680 (x) cwucnonp3oBanueM 66 00pa3lOB CHIBOPOTKH
JAJI0 CIEIYIOLIHE PE3yIbTaThl:

y=0,9762 x + 0,7766 ME/mu;

R=0,997 (R — K03 HIMEHT KOpPETALIH)

YTUJIU3ALUS OTXOA0B
B cooTtBeTcTBHY € IOKAIBHBIMU TPEOOBAHUSIMHU.

PRESTIGE 24i RF
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o  Prestige 24i Premium, Biolis 24i Premium

PRESTIGE 24i RF

PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIMS pasi:

e Prestige 24i, Biolis 24i

Item name | 50 \ RF \
Data information Calibration
Units [ 1U/ml | Type [ Spline
Decimals |1 \ Standard
#1 * #4 *
Analysis #2 * #5
Type END #3 * #6
Main W.Length1 660
Sub W.Length2 Normal Range
Method I Male Female
Low High Low High
Corr Serum 0 18 0 18
[ Inter | Urine
v=[1000 | X+ | 0.000 | Plasma 0 18 0 18
CSF
Dialysis
Other
Item name | 50 | RF |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 52 54 [ High | 3.000
Sample 8 [ Sub 36 37
Reagentl 240 ul
Reagent2 80 Factor [Endpoint Limit [2.000
[Blank correction [ | [Linear Check (%) o
Third Mix. [ ON | Dilution
R1 Blank | Water-Blank | [ Diluent [ 99:Dil1
Monitor Prozone Check
0 Level Point 1 | Start End Limit (%)
Span | 3.000 | First
Second [Low
Third [Low
Item name | 50 | RF ‘
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 11.0 120
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i RF

51_03_05_059_01
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Item No. 50 Item Name RF [ Optical
Data information Calibration
Units [ TU/ml Type [ Splinel
Decimals [1 | Std sample conc.
Blank 0 #1 [ = [#2 [
Analysis #3 * #4 [ [ #5 |
Type END method #6
Main Wave Length 660nm
Sub Wave Length
Method Immuno
Correlation
Slope Intercept
Y=11 X+]0
Item No. 50 Item Name RF [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 50 52
Kind Vol. Add Units Sub 36 37
Sample 8 5 ul
Reagent | 240 10 ul Abs.Limit  Low High
Reagent 2 80 10 ul [3 | ~ [3
Blank value Correction value
Water Blank | Blank correction 1
End Point Limit 2
Reaction Monitor Linear Check (%) 0
0 Level Point [1 |
Span 3 | Prozone Check
Start End Limit (%)
Third mixing First [
ON | Second | Low
Item No. 50 Item Name RF Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0 18 0 18 Serum
Urine Urine
Plasma 0 18 0 18 Plasma
CSF CSFE
Dialysis Dialysis
Other Other
Item No. 50 Item Name RF [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON |
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher | OFF
First Dil Low . High . "
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 11.3 120
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 99:Dill
Other

PRESTIGE 24i RF
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PRESTIGE 24i RF
e Biolis 30i
Item no 50 Item name RF Specimen | SERUM/ PLASMA OPTICAL
Data information Aspiration volume
UNITS | 1U/mL \ [ TYPE \ Double
DECIMALS | 1 \
SAMPLE REAGENT 1| REAGENT 2
Analysis [ voL. (uL) 8 240 30
METHOD END method [ BOTTLE (ml)
Main Wave Length 660 nm
Sub Wave Length [ FIRST DIL. [
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 51 53
SUB 35 36
Blank value
«WATER | ° REAGENT | [ ABS LIMIT |
| 3 | TO 3
Calibration
TYPE | Spline ‘ Collection value
STABILITY | [ END POINT [ 25 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
LOW VARIATE
Item No 50 Item Name RF Specimen | SERUM/PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ “ON [ °OFF |
LOW | HIGH LOW [ HIGH
0 | 18 0 | 18 Auto rerun range (conc.)
| Re | Value ‘ Dil. | Re | Value | Dil.
Panic range | 11 ‘ | | 113 |
MALE FEMALE
LOW | HIGH LOW | HIGH Auto rerun condition (abs.)
| DIL.
LOWER | °ON | *OFF
Decision limit HIGH | °ON | *OFF
MALE FEMALE
Auto rerun condition (prozone)
°ON [ *OFF |
[ SAMPLE VOL. \ |
Dilution
“DIL 1 [ °DIL 2 |
Reaction check
°ON *OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON *OFF °ON *OFF

PRESTIGE 24i RF
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