APOLIPOPROTEIN A1

Cat. No.
XSYS0102

Pack Name

APO A1

Packaging (Content)
R1: 2 x 27.5 ml (Buffer), R2: 2 x 6.7 ml (Antiserum)

e
INTENDED USE

Reagent kit for immunoturbidimetric determination of apolipoprotein A1 (Apo A1) in human se-
rum and plasma.

CLINICAL SIGNIFICANCE

Apo A1 is the main protein component of HDL (High Density Lipoprotein). Apo A1 activates le-
cithin cholesterol acyltransferase which catalyses the esterification of cholesterol. The resulting
esterified cholesterol can then be transported to the liver, metabolised and excreted. Persons
with athero-sclerotic vascular changes frequently exhibit decreased levels of Apo A1. Even if the
concentrations of apolipoprotein B are normal, a decreased Apo A1 level may be a risk factor
for atherosclerotic processes.

Decreased levels of Apo A1 also occur in dyslipoproteinemias, acute hepatic cirrhosis and in-
sulin-treated patients.

METHODOLOGY
Measurement of antigen-antibody reaction by the end-point method.

REAGENT COMPOSITION

R1 (Buffer)

TRIS Buffer (pH 8) 200 mmol/l
PEG 56 g/l
Sodium chloride 50 mmol/l
Sodium azide 0.9 g/l

R2 (Antiserum)

Sterile delipidated goat serum against human Apo A1
HEPES buffer (pH 7.4) 50 mmol/l
EDTA 9 mmol/l
Sodium azide 0.9 g/l
REAGENT PREPARATION

Liquid reagents, ready to use.

STABILITY AND STORAGE
The reagents are stable until expiry date when kept at 2—8 °C. Stability in the instrument is at
least 8 weeks if contamination is avoided. Do not freeze.

SAMPLE COLLECTION

Serum or plasma (heparin, NaF, EDTA, sodium citrate), samples should be fresh and not he-
molysed. Prior the analysis, the serum can be stored a week at 2—8 °C or 3 months at -20 °C.
Avoid repeated freezing and thawing.

MATERIALS REQUIRED BUT NOT PROVIDED

Any instrument with temperature control of 37 + 0.5 °C that is capable of reading absorbance
accurately at 600 nm may be used

Analyser specific consumables such as sample cups

Calibrators

Controls

Saline (9 g/l NaCl)
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ASSAY PROCEDURE PERFORMANCE DATA
Refer to the assay parameters for details. Data contained within this section is representative of performance on ERBA XL systems. Data
obtained in your laboratory may differ from these values.
CALIBRATION Measuring Range: 0-250 mg/dl (resp. 0-2.50 g/l)
Blank: saline Limit of quantification: 2.85 mg/dI (resp. 0.029 g/l)
Hook Effect: from 700 mg/dl (resp. 7.0 g/l)
Cat. No. Product name Pack name Content
XSYS0105 | APOLIPOPROTEIN CALIBRATOR SET | APO CALSET |5 x 0.5ml PRECISION
o ] . o . ] Intra-assay precision Mean SD cv
Callibration curve: generate a 5 point calibration curve by using of set of calibrators APO CAL SET. Within run (n = 20) (mg/d) (mgdi) (%)
Calibration frequency it is recommended to do a calibration Sample 1 195.8 3.72 1.90
- after reagent lot change Sample 2 2745 2.92 1.06
« as required by internal quality control procedures
Inter-assay precision Mean SD Ccv
QUALITY CONTROL Run to run (n = 20) (ma/dI) (mgldl) (%)
For quality control use
Sample 1 193.8 4.84 2.50
Cat. No. Product name Pack name Content
Sample 2 2714 3.05 1.13
BLT00074 ERBA LIPID NORM ERBA LIPID NORM 3x5ml
BLT00075 ERBA LIPID PATH ERBA LIPID PATH 3x5ml COMPARISON _ ) _
A comparison between XL-Systems APO A1 (y) and a commercially available test (x) using 40
CALCULATION samples gave following results:

Results are calculated automatically by the instrument.

EXPECTED VALUES
Reference Values
4-5y
Male 109-172 mg/dl resp. 1.09-1.72 g/l
Female 104—-163 mg/dl resp. 1.04-1.63 g/l
6-11y
Male 111-177 mg/dl resp. 1.11-1.77 g/I
Female 110-166 mg/d| resp. 1.10-1.66 g/l
12-19y
Male 99-165 mg/d| resp. 0.99-1.65 g/l
Female 105-180 mg/dl resp. 1.05-1.80 g/l
20-29y
Male 105-173 mg/dl resp. 1.05-1.73 g/l
Female 111-209 mg/d| resp. 1.11-2.09 g/I
30-39y
Male 105-173 mg/dl resp. 1.05-1.73 g/l
Female 110-189 mg/d| resp. 1.10-1.89 g/l
40-49y
Male 103-178 mg/dl resp. 1.03-1.78 g/l
Female 115-195 mg/d| resp. 1.15-1.95 g/I
50-59 y
Male 107-173 mg/dl resp. 1.07-1.73 g/l
Female 117-211 mg/d| resp. 1.17-2.11 g/I
60-69 y
Male 111-184 mg/d| resp. 1.11-1.84 g/I
Female 120-205 mg/dl resp. 1.20-2.05 g/l
> 69y
Male 109-180 mg/dl resp. 1.09-1.80 g/I
Female 118-199 mg/d| resp. 1.18-1.99 g/l

Reference values are given for orientation only. Each laboratory should establish its own
reference values.

y = 1.258 x - 9.439 mg/d|
r=0.932

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 3 g/l, bilirubin up to 30 mg/dl, triglycerides up to 2000 mg/d|

WARNING AND PRECAUTIONS

1. For in vitro diagnostic use. To be handled by entitled and professionals educated person.

2. Reagents of the kit are not classified like dangerous.

3. Products from human source were tested and founded free from HbsAg and antibodies to
HCV and HIV but this material should be treated just as carefully as potentially infective.

4. Product contains sodium azide < 0.1 %.

WASTE MANAGEMENT
Please refer to local legal requirements.

Erba Lachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com
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APOLIPOPROTEIN A1

Kat. €. Nazev baleni | Obsah baleni

XSYS0102 | APO A1 R1: 2 x 27.5 ml (Pufr), R2: 2 x 6.7 ml (Antisérum)
G2 C€
POUZITI

Souprava pro stanoveni apolipoproteinu A1 (Apo A1) v lidském séru a plazmé imunoturbidi-
metrickou metodou.

KLINICKY VYZNAM

Apo A1 je hlavni proteinova slozka HDL (lipoproteinu s vysokou hustotou). Apo A1 aktivuje
lecitin-cholesterol-acyltransferazu, ktera katalyzuje esterifikaci cholesterolu. Vysledny esterifi-
kovany cholesterol mize pak byt transportovan do jater, metabolizovan a vylu¢ovan. Osoby s
aterosklerotickymi cévnimi zménami ¢asto maji snizenou hladinu Apo A1. | pfi normalni kon-
centraci apolipoproteinu B snizena hladina Apo A1 mlze byt rizikovym faktorem u ateroskle-
rotickych proces(.

Ke snizeni hladiny Apo A1 dochazi také pfi dyslipoproteinemii, akutni jaterni cirhéze a u paci-
entl léenych inzulinem.

PRINCIP METODY
Méfeni reakce antigen/latex-protilatka metodou end-point.

SLOZENI CINIDEL

R1 (Pufr)

TRIS pufr (pH 8) 200 mmol/l

PEG 56 g/l

Chlorid sodny 50 mmol/l

Azid sodny 0,9 g/l

R2 (Antisérum)

Kozi sterilni delipidované antisérum proti lidskému Apo A1
HEPES pufr (pH 7,4) 50 mmol/l

EDTA 9 mmol/l

Azid sodny 0,9 g/l

PRIPRAVA CINIDEL
Cinidla jsou kapalna pfipravena k pouziti.

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU
Je-li dodrzena teplota skladovani 2-8 °C, jsou Cinidla stabilni do data expirace. Stabilita v pfi-
stroji je minimalné 8 tydnu, pokud se zabrani kontaminaci. Nezmrazuijte.

VZORKY

Sérum nebo plazma (heparin, NaF, EDTA, citrat sodny), vzorky museji byt Cerstvé a nehe-
molyzované. Pfed analyzou lze vzorek skladovat tyden pfi 2-8 °C nebo 3 mésice pfi -20 °C.
Opakované zmrazovani a rozmrazovani neni pfipustné.

POZADOVANE REAGENCIE, KTERE NEJSOU SOUCASTi SOUPRAVY

Lze pouzit jakykoliv pfistroj s kontrolou teploty 37 + 0,5 °C, na kterém |ze pfesné odecitat
absorbanci pfi vinové délce 600 nm.

Specificky spotfebni material pro analyzator, napr. kelimky na vzorky

Kalibratory

Kontroly

Fyziologicky roztok (9 g/l NaCl)
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POSTUP STANOVENI
Aplikace na automatické analyzatory viz ASSAY PARAMETERS.

KALIBRACE

Blank: fyziologicky roztok
Kat. ¢. Produkt Nazev baleni Obsah
XSYS0105 | APOLIPOPROTEIN CALIBRATOR SET APO CAL SET 5x0,5ml

Kalibracni kfivka: vytvorte 5bodovou kalibracni kfivku s pouzitim sady kalibratori APO CAL SET.

Frekvence kalibrace: doporucuje se kalibrovat
* po zméné Sarze reagencie
« jak vyzaduje proces interni kontroly kvality

KONTROLA KVALITY
Pro kontrolu pouzijte

Kat. ¢.
BLT00074
BLT00075

Produkt
ERBA LIPID NORM
ERBALIPID PATH

Nazev baleni Obsah
ERBALIPID NORM

ERBALIPID PATH

3x5ml
3x5ml

VYPOCET
Vypocet je proveden automaticky analyzatorem XL.

REFERENCNi HODNOTY
4-5 let
Muzi

109-172 mg/dl resp. 1,09-1,72 g/l
1,04—

Zeny 104—-163 mg/dI resp. 1,04-1,63 g/l
6-11 let

Muzi 111-177 mg/dl resp. 1,11-1,77 g/I

Zeny 110-166 mg/d| resp. 1,10-1,66 g/l
12-19 let

Muzi 99-165 mg/d| resp. 0,99-1,65 g/l

Zeny 105-180 mg/dl resp. 1,05-1,80 g/l
20-29 let

Muzi 105-173 mg/dl resp. 1,05-1,73 g/l

Zeny 111-209 mg/d| resp. 1,11-2,09 g/I
30-39 let

Muzi 105-173 mg/dl resp. 1,05-1,73 g/l

Zeny 110-189 mg/d| resp. 1,10-1,89 g/l
40-49 let

Muzi 103-178 mg/dl resp. 1,03-1,78 g/l

Zeny 115-195 mg/d| resp. 1,15-1,95 g/l
50-59 let

Muzi 107-173 mg/di resp. 1,07-1,73 g/l

Zeny 117-211 mg/dl resp. 1,17-2,11 g/I
60-69 let

Muzi 111-184 mg/d| resp. 1,11-1,84 g/I

Zeny 120-205 mg/d! resp. 1,20-2,05 g/l
> 69 let

Muzi 109-180 mg/dl resp. 1,09-1,80 g/l

Zeny 118-199 mg/d| resp. 1,18-1,99 g/l

Referenéni rozmezi jsou pouze orientacni. Kazda laboratoi by si méla stanovit svoje
vlastni referencni hodnoty.
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VYKONNOSTNi CHARAKTERISTIKY

Vykonnostni charakteristiky byly ziskany na automatickych analyzatorech ERBA XL. Data zis-
kana ve vasi laboratofi se mohou od téchto hodnot lisit.

Rozsah méfeni: 0-250 mg/dI (resp. 0-2,50 g/l)

Dolni mez stanovitelnosti: 2,85 mg/dI (resp. 0,029 g/l)

Hookuv efekt: od 700 mg/dl (resp. 7,0 g/l)

PRESNOST
Intra-assay Pramér SD cv
(n = 20) (mg/dI) (mg/dI) (%)
Vzorek 1 195,8 3,72 1,90
Vzorek 2 274,5 2,92 1,06
Intra-assay Pramér SD cv
(n = 20) (mg/dl) (mg/dl) (%)
Vzorek 1 193,8 4,84 2,50
Vzorek 2 2714 3,05 1,13

SROVNANI S KOMERCNE DOSTUPNOU METODOU

Srovnani mezi XL-Systems APO A1 (y) a komeréné dostupnym testem (x) provedené na
40 vzorcich poskytlo nasledujici vysledky:

y =1,258 x - 9,439 mg/d|

r=0,932

INTERFERENCE
Nasledujici analyty neinterferuji:
hemoglobin do 3 g/l, bilirubin do 30 mg/dl, triglyceridy do 2000 mg/dI

UPOZORNENI A BEZPECNOSTNi CHARAKTERISTKY

1. Ur€eno pro in vitro diagnostické pouziti opravnénou a profesionalné vyskolenou osobou.

2. Cinidla soupravy nejsou klasifikovana jako nebezpe&na.

3. Biologicky materiél, z néhoz je pfipravek vyroben, byl testovan na pfitomnost HbsAg a proti-
latek proti HIV a HCV s negativnim vysledkem. Presto nelze pfitomnost patogennich latek zcela
vyloucit. S obsahem soupravy je proto nutno zachazet jako s potencialné infekénim materialem.
4. Cinidla obsahuji azid sodny < 0,1 %.

NAKLADANI S ODPADY

Na v8echny zpracované vzorky je nutno pohlizet jako na potencionalné infekéni a spolu s pfi-
padnymi zbytky ¢inidel je likvidovat podle vlastnich internich pfedpist jako nebezpeény odpad
v souladu se Zakonem o odpadech. Papirové a ostatni obaly se likviduji podle druhu materialu
jako tfidény odpad (papir, sklo, plasty).

Erba Lachemas.r.0., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbalachema.com

N/220/20/B/INT Datum revize: 15. 10. 2020
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ASSAY PARAMETERS (conventional units)

ASSAY PARAMETERS (Sl units)

XL-200
Instrument EM-200 XL-640 XL-1000 XL-180
Test Details
Test APOA1 APOA1 APOA1 APOA1
Test Code 12 12 12 12
Report Name Apo A1 Apo A1 Apo A1 Apo A1
Unit mg/dI mg/d| mg/dI mg/d|
Decimal Places 1 1 1 1
Wavelength-Primary 600 600 600 600
Wavelength-Secondary 0 0 0 0
Assay type 2-Point 2-Point 2-Point 2-Point
Curve type Cubic Spline Cubic Spline Cubic Spline Cubic Spline
M1 Start 16 24 10 16
M1 End 16 24 10 16
M2 Start 36 63 31 34
M2 End 36 63 31 34
Sample replicates 1 1 1 1
Standard replicates 3 3 3 3
Control replicates 1 1 1 1
Control interval 0 0 0 0
Reaction Direction Increasing Increasing Increasing Increasing
React. Abs. Limit NA NA NA NA
Prozone Limit % 0 0 0 0
Prozone Check Lower Lower Lower Lower
Linearity Limit % 0 0 0 0
Delta Abs/Min 0 0 0 0
Technical Minimum NA NA NA NA
Technical Maximum NA NA NA NA
Y=aX+b
a= 1 1 1 1
b= 0 0 0 0
Reagent Abs Min NA NA NA NA
Reagent Abs Max 0 0 0 0
Auto Rerun No No No No
Total Reagents 2 2 2 2
Reagent R1 APOA1 R1 APOA1 R1 APOA1 R1 APOA1 R1
Reagent R2 APOA1 R2 APOA1 R2 APOA1 R2 APOA1 R2
Reagent R3 NA NA NA NA
Test Volumes
Test | APOA1 APOA1 APOA1 APOA1
Sample Type [ SERUM SERUM SERUM SERUM
Sample Volumes
Normal 2 2 2 2
Dilution Ratio 1 1 1 1
Increase 4 4 4 4
Dilution Ratio 1 1 1 1
Decrease 2 2 2 2
Dilution Ratio 20 20 20 20
Standard volume 2 2 2 2
Reagent Volumes and Stirrer speed
RGT-1 Volume 250 250 250 250
R1 Stirrer Speed High High High High
RGT-2 Volume 50 50 50 50
R2 Stirrer Speed High High High High
RGT-3 Volume 0 0 0 0
R3 Stirrer Speed NA NA NA NA
Reference Ranges
Test APOA1 APOA1 APOA1 APOA1
Sample Type SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default
Category Male
Normal-Lower Limit 99 99 99 99
Normal-Upper Limit 184 184 184 184
Panic-Lower Limit NA NA NA NA
Panic-Upper Limit NA NA NA NA
Category Female
Normal-Lower Limit 104 104 104 104
Normal-Upper Limit 211 211 211 211
Panic-Lower Limit NA NA NA NA
Panic-Upper Limit NA NA NA NA

Revision Number

Revision

<A-200-APOA1-2
03.03.2020>

<A-640-APOA1-2
03.03.2020>

<A-1000-APOA1-2
03.03.2020>

<A-180-APOA1-2
03.03.2020>

XL-200
Instrument EM-200 XL-640 XL-1000 XL-180
Test Details
Test APOA1 APOA1 APOA1 APOA1
Test Code 12 12 12 12
Report Name Apo A1 Apo A1 Apo A1 Apo A1
Unit g/l g/l g/l g/l
Decimal Places 2 2 2 2
Wavelength-Primary 600 600 600 600
Wavelength-Secondary 0 0 0 0
Assay type 2-Point 2-Point 2-Point 2-Point
Curve type Cubic Spline Cubic Spline Cubic Spline Cubic Spline
M1 Start 16 24 10 16
M1 End 16 24 10 16
M2 Start 36 63 31 34
M2 End 36 63 31 34
Sample replicates 1 1 1 1
Standard replicates 3 3 3 3
Control replicates 1 1 1 1
Control interval 0 0 0 0
Reaction Direction Increasing Increasing Increasing Increasing
React. Abs. Limit NA NA NA NA
Prozone Limit % 0 0 0 0
Prozone Check Lower Lower Lower Lower
Linearity Limit % 0 0 0 0
Delta Abs/Min 0 0 0 0
Technical Minimum NA NA NA NA
Technical Maximum NA NA NA NA
Y=aX+b
a= 1 1 1 1
b= 0 0 0 0
Reagent Abs Min NA NA NA NA
Reagent Abs Max 0 0 0 0
Auto Rerun No No No No
Total Reagents 2 2 2 2
Reagent R1 APOA1 R1 APOA1 R1 APOA1 R1 APOA1 R1
Reagent R2 APOA1 R2 APOA1 R2 APOA1 R2 APOA1 R2
Reagent R3 NA NA NA NA
Test Volumes
Test | APOA1 APOA1 | APOA1 | APOA1
Sample Type [ SERUM SERUM [ SERUM [ SERUM
Sample Volumes
Normal 2 2 2 2
Dilution Ratio 1 1 1 1
Increase 4 4 4 4
Dilution Ratio 1 1 1 1
Decrease 2 2 2 2
Dilution Ratio 20 20 20 20
Standard volume 2 2 2 2
Reagent Volumes and Stirrer speed
RGT-1 Volume 250 250 250 250
R1 Stirrer Speed High High High High
RGT-2 Volume 50 50 50 50
R2 Stirrer Speed High High High High
RGT-3 Volume 0 0 0 0
R3 Stirrer Speed NA NA NA NA
Reference Ranges
Test APOA1 APOA1 APOA1 APOA1
Sample Type SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default
Category Male
Normal-Lower Limit 0.99 0.99 0.99 0.99
Normal-Upper Limit 1.84 1.84 1.84 1.84
Panic-Lower Limit NA NA NA NA
Panic-Upper Limit NA NA NA NA
Category Female
Normal-Lower Limit 1.04 1.04 1.04 1.04
Normal-Upper Limit 2.1 2.1 2.11 2.11
Panic-Lower Limit NA NA NA NA
Panic-Upper Limit NA NA NA NA

Revision Number

Revision

<ASI-200-APOA1-2
03.03.2020>

<ASI-640-APOA1-2
03.03.2020>

<ASI-1000-APOA1-2
03.03.2020>

<ASI-180-APOA1-2
03.03.2020>
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USED SYMBOLS / POUZITE SYMBOLY
Catalogue Number I Manufacturer See Instruction for Use
Katalogové ¢islo Vyrobce Ctéte navod k pouZiti
Lot Number " . . Storage Temperature
LOT Cislo Sarse In Vitro Diagnostics /ﬂf

Teplota skladovani
Expiry Date - Content
g Datum expirace C ON T Obsah

| QUALITY SYSTEM CERTIFIED| Erba Lachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
1SO 13485 e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com
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