ALBUMIN

Cat. No. Pack Name Packaging (Content)

X8YS0001 ALB 440 R1: 10 x 44 ml

& CE€m

INTENDED USE
Diagnostic reagent for quantitative in vitro determination of Albumin in human
serum and plasma.

CLINICAL SIGNIFICANCE

Albumin, a major plasma protein, is synthesised in the liver from amino acids which

are absorbed from the ileum. It's functions include regulation of distribution of extra-

cellular fluid, transportation of various hormones, vitamins and trace metals.

Increased levels are observed in

. Dehydration due to reduced plasma water content.

. Stasis during venipuncture which causes fluid to escape into the extravascular
compartment.

Decreased levels are observed in

. Excessive protein loss (mainly albumin) - from kidney, skin or intestine.

. Decreased synthesis due to dietary, hepatic disease or malabsorption.

. Increased catabolism in fever, untreated diabetes mellitus and hypertension.

PRINCIPLE

Albumin binds with Bromo Cresol Green (BCG) at pH 4.2 causing a shift in absor-
bance of the yellow BCG dye. The blue-green colour formed is proportional to the
concentration of albumin, when measured photometrically between 540-630 nm
with maximum absorbance at 625 nm.

REAGENT COMPOSITION

R1

Bromocresol green 0.21 mmol/l
Succinate Buffer 100 mmol/l
Sodium Azide 0.5 g/l
REAGENT PREPARATION

Reagent is liquid, ready to use.

STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit
label when stored at 2—-8°C.

On board stability: min. 30 days if refrigerated (2—10°C) and not contaminated.

SPECIMEN COLLECTION AND HANDLING
Use unheamolytic serum or plasma (heparin, EDTA).
It is recommended to follow NCCLS procedures (or similar standardized conditions).
Stability in serum: 1 month  at2-8°C
1 week at 15-25°C
at least 3 months at -20°C
Discard contaminated specimens.

CALIBRATION

Calibration with calibrator XL MULTICAL, Cat. No. XSYS0034 is recommended.
Calibration frequency: it is recommended to do a calibration

- after reagent lot change

« as required by internal quality control procedures

Traceability:

This calibrator has been standardized with using the ERM-DA470.
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QUALITY CONTROL
For quality control ERBA NORM, Cat. No. BLT00080 and ERBA PATH, Cat. No.
BLT00081 are recommended.

CALCULATION
The XL Results are calculated automatically by the instrument.

UNIT CONVERSION

g/dlx 10 =g/l

EXPECTED VALUES 2

Serum:
0-4d 2.8 -4.4 g/l
4d-14y 3.8-5.4 g/l
14-18y 3.2-4.5g/dl
Adult
20-60y 3.5-5.2 g/l
60-90y 3.2-4.6 g/l

It is recommended that each laboratory verify this range or derives reference
interval for the population it serves.

PERFORMANCE DATA
Data contained within this section is representative of performance on ERBA XL
systems. Data obtained in your laboratory may differ from these values.

Limit of quantification: 0.1 g/dI

Linearity: 6 g/dl

Measuring range: 0.1-6g/dl
Intra-assay precision Mean SD cv
Within run (n=20) (g/dl) (g/dl) (%)
Sample 1 3.303 0.017 0.51
Sample 2 4.926 0.044 0.88
Inter-assay precision Mean SD cv
Run to run (n=20) (g/dl) (g/di) (%)
Sample 1 3.345 0.043 1.29
Sample 2 4.612 0.043 0.93

COMPARISON

A comparison between XL-Systems Albumin (y) and a commercially available test
(x) using 40 samples gave following results:

y =1.000 x + 0.065 g/dI

r=0.997

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 10 g/l, bilirubin up to 40 mg/dl, triglycerides up to 2000 mg/dI.
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WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitied and professionally educated
person.

Reagents of the kit are not classified like dangerous but contain less than
0.1% sodium azide - classified as very toxic and dangerous substance for the
environment.

WASTE MANAGEMENT
Please refer to local legal requirements.

M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com
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ATNbBYMUH (ANBY)

Kart. Ne HasBaHue ®dacoBka

XSYS0001 AIBY 440 R1: 10 x 44 ml
€
MNpumMeHeHne

Habop peareHTOB nNpeaHasHayeH TOMNbKO AN in vitro AnarHocTukn anbbymuHa B
CbIBOPOTKE ¥ Nriasme yernoseka.

KnuHunyeckoe 3HauveHune

AnbByMUH, KOTOPbIN SBNSIETCS OCHOBHBLIM PETYNSTOPOM OCMOTUYECKOMO AaBIIEHNS
nnasmMbl, CUHTE3VpPyeTCs B neyeHW. AnbOyMUH SIBNSIETCS CBSI3bIBAIOWMM 1
TPaHCMOPTHLIM 6enkoM Anst 6oNbLIOro YNCNa KOMMOHEHTOB KPOBU.

MoBbiweHne

1. Oervppatauusi u cBa3aHHOE C HEN yMeHbLUeHNe obbema nnasmbl

2. PesynbTaT BHYTPUBEHHOIO BBEAEHUS anbbyMuHa npu MHMY3nsx
MoHnxeHne

1. MoBblweHHass noteps Genka (rmaBHbIM o6pa3om anbbymuHa) — npu
HEPOTUYECKOM CUHAPOME, IHTEPOKOMNUTaX, OXorax, BbINoTax (dkcyaaTax),
KPOBOTEYEHUSIX

2. Tlpu NOHMXEHHOM CrHTe3e anbbyMuHa: HeloedaHNK, HapyLLEeHUN BCacbiBaHNS,
6one3Hn neyeHn (LMpPPO3, TOKCUYECKOE NOBPEXAEHNE, HOBOOGPa3oBaHWS)

3. MNpu nosbileHHOM pacnafe anbbymuHa: nuxopagka, cencuc, TpaBma, He
BblneveHHbIN Anabet mellitus, runepToHns

MpuHUMnN meTopa

AnbbymuH npu pH 4,2 ceasbiBaeTcs ¢ BpomkpesonoBbiM 3eneHbiM (BK3)
obpa3sysi okpalleHHbI KOMMMEeKC, LBET WMHAMKaTopa W3MEHSIETCS C KenTo-
-3eM1eHOro Ha CUHe-3eneHblil. VIHTEHCUBHOCTb OKpaLlUMBaHWs MPOMNopLMoHanbHa
KOHLieHTpauumn anbymunHa B obpasLe.

MakcumanbHoe nornoleHne komnnekca npu 625 Hm (540 — 630 HM).

CocTaB peareHToB

R1

BpomKpe30noBhbIii 3eMneHbli
AxTapHbIn Bydep

Hatpus asug

0.21 mmonb/n
100 mmonb/n
0,5r/n

MpurotoBneHne pab6ounx peareHToB
PeareHT XnaKWiA, roToBbIV K UCMOMb30BaHWI0. XpaHUTb B 3aLUMLLEHHOM OT cBeTa
MmecTe.

XpaHeHue n cTabunbHOCTb

He BcKpbITble peareHTbl CTabufbHbl [0 AOCTMXKEHWUS YKa3aHHOro Ccpoka
rofHOCTU, ecnu xpaHaTcs npu 2—8°C, B 3aLLMLLEHHOM OT CBETa MecTe.
XpaHeHue Ha 6opTy: muH. 30 aHen (npu Temnepatype 2—10°C, B xonogunbHuke
npvbopa) 1 Npu yCrioBUM OTCYTCTBUSI KOHTAMUHALA.

O6pa3subl
CbiBOpoTKa unu nnasma (renapwvH, SATA).
WccnenosaHue npoBoanTb B cooTBeTCTBUM C NpoTokornoM NCCLS (vnv aHanoros).
CTabunbHOCTb B CbIBOPOTKE:
1 mecay  npu 2-8°C
1 Hepenss npu 15-25°C
3 mecsiua npu -20°C
BarpsisHeHHble 06pas3Libl HE UCMOb30BaTh.
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Kanubposka

Mbl pekomeHayem ans kanubposku ucnonb3oate XL MYJIBTUKAT, Kat. Ne
XSYS0034

MeproanyHocTb KanMbpoBKM:

* nocrne U3MeHeHus NapTum (cepun) peareHta

* B COOTBETCTBWM C BHYTPEHHUMW TPeOOBaHNAMM KOHTPOMS kadecTBa
TpaccupoBka

3HaueHus kanubpaTopa ycTaHOBMEHbI No aTanoHHomy npenapaty ERM-DA470 ¢
MCnonb3oBaHMEM COOTBETCTBYIOLLIErO NPOTOKOoMa.

KoHTpone kayecTsa
[lna NpoBeAeHNs KOHTPOMNSA Ka4ecTBa PEKOMEH/1YIOTCH KOHTPOMbHbIE ChIBOPOTKM:
OPBA HOPMA, Kat. No. BLT00080, 3PBA MATOJIOIMA, Kat. No. BLT00081.

Pacuert
PesynbTaThl paccunTbIBalOTCA aBTOMATUYECKW aHann3aTopoM.

KoadcdbmumeHT nepecuera
(rfan)x 10 =r/n

HopmanbHble BennYUHbI 2

CbIBOpOTKa:
0-4np 2,8 -4,4r/pn (28 — 44 r/n)
4pn—14ner 3,8-54r/an (38 —54r/n)
14 —-18 ner 3,2-4,5r/an (32 —45r/n)
B3pocnble
20-60ner 3,5-5,2r/gn (35-52r/n)
60—-90 net 3,2-4,6r/an (32 —46r/n)

MNpuBeaeHHbIe AManasoHbl BefWYMH  criegyeT  paccmatpuBaTh — Kak
opueHTUpoBoYHbIe. Kaxaon nabopatopum Heo6xoaMMo onpeaensTs CBOU
ANanasoHbl.

3Ha4yeHUs BenU4uH
OTU 3HAYEeHUs HOpMarmbHbIX BEMWYMH ObINU MOMyYeHbl Ha aBTOMAaTUYECKUX

aHanusatopax cepun ERBA XL. Pesyneratel MOryT oTtnuuarbcs, ecnu
onpeAerneHve NPoBOAUNM Ha ApYroMm Tune aHanuaartopa.
PaGouue xapaKTepucTuku
YyBCTBUTENBHOCTL! 0,1 r/an
JInHeHOCTDL: 6 r/an
[Ounana3oH uamepennin: 0,1 —6r/an
BocnpousBoaMmMmocTb
N _ CpeaHeapudgmeTnyeckoe SD Ccv
BHyTpucepuitias (n=20) | o..ue (r/an) (rlan) (%)
YpoBeHb 1 3,303 0,017 0,51
YpoBeHb 2 4,926 0,044 0,88
. _ CpeaHeapudmeTU4eckoe SD cv
Mexcepuitnas (n=20) | . cune (r/an) (rlan) (%)
YpoBeHb 1 3,345 0,043 1,29
YpoBeHb 2 4,612 0,043 0,93
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CpaBHeHue meToAoB

CpaBHeHne 6bino npoeeaeHo Ha 40 obpasuax ¢ ucnonbaosaHvem XL cuctemsl
peareHToB AnbOyMUH (y) 1 UMEIOLLMXCS B NPOJaxe peareHToB C KOMMepPYeCcKu
[OCTYMHON METOAMKOM (X).

Pesynerartbi:

y =1.000 x + 0,065 (r/an)

r=0.997 (r — k0adhDMLMEHT KOppenALmm)

CneuncmyHocTs / Bnusowme BewecTBa
emorno6uH o 10 r/n, Bunupy6buH go 40 mr/an, Tpurnuuepuasl o 2000 mr/an
He BNWSIOT Ha pesynbTaThbl.

Mepbl NPeAoOCTOPOXHOCTHN

Ha6op peareHToB npegHasHaveH Ans in vitro AuarHOCTUKKM NpodeccroHanbHo
06y4eHHbIM nabopaHToM.

PeareHTbl, Bxoasilve B Habop He cofepxaT onacHble BellecTBa, HO coaepxar
meHee 0,1% a3npga HaTpus - KknaccuduUMpyeTcs Kak TOKCUYHOE U onacHoe
BELLECTBO AN OKpy>atoLLeit cpeabl.

YTunusauma mcnonb3oBaHHbIX MaTepuanos
B cooTBETCTBMM C CyLLECTBYIOWMMMN B KXO0N CTPaHe npasunamu Ans AaHHOro

BMaa matepuana.

M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/15/13/D/INT [ama nposedeHusi nocredHe2o koHmporns: 19.9. 2014




12000027

ASSAY PARAMETERS (conventional units)

ASSAY PARAMETERS (Sl units)

XL-100 XL-200 XL-300/600 XL-100 XL-200 XL-300/600
Instrument EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 | Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180
Test Details Test Details
Test ALB ALB ALB ALB ALB ALB Test ALB ALB ALB ALB ALB ALB
Test Code 2 2 2 2 2 2 Test Code 2 2 2 2 2 2
Report Name Albumin Albumin Albumin Albumin Albumin Albumin Report Name Albumin Albumin Albumin Albumin Albumin Albumin
Unit g/dl g/dl g/dl g/dl g/dl g/dl Unit g/l g/l g/l g/l g/l g/l
Decimal Places 2 2 2 2 2 2 Decimal Places 1 1 1 1 1 1
Wavelength-Primary 600 600 600 600 600 600 Wavelength-Primary 600 600 600 600 600 600
Wavelength-Secondary 0 0 0 0 0 0 Wavelength-Secondary 0 0 0 0 0 0
Assay type 1-Point 1-Point 1-Point 1-Point 1-Point 1-Point Assay type 1-Point 1-Point 1-Point 1-Point 1-Point 1-Point
Curve type Linear Linear Linear Linear Linear Linear Curve type Linear Linear Linear Linear Linear Linear
M1 Start 0 0 0 0 0 0 M1 Start 0 0 0 0 0 0
M1 End 0 0 0 0 0 0 M1 End 0 0 0 0 0 0
M2 Start 6 6 10 11 6 8 M2 Start 6 6 10 11 6 8
M2 End 10 10 16 18 7 10 M2 End 10 10 16 18 7 10
Sample replicates 1 1 1 1 1 1 Sample replicates 1 1 1 1 1 1
Standard replicates 3 3 3 3 3 3 Standard replicates 3 3 3 3 3 3
Control replicates 1 1 1 1 1 1 Control replicates 1 1 1 1 1 1
Control interval 0 0 0 0 0 0 Control interval 0 0 0 0 0 0
Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing
React. Abs. Limit 2.1 21 2.1 21 2.1 2.1 React. Abs. Limit 2.1 2.1 21 21 2.1 2.1
Prozone Limit % 0 0 0 0 0 0 Prozone Limit % 0 0 0 0 0 0
Prozone Check Lower Lower Lower Lower Lower Lower Prozone Check Lower Lower Lower Lower Lower Lower
Linearity Limit % 0 0 0 0 0 0 Linearity Limit % 0 0 0 0 0 0
Delta Abs/Min 0 0 0 0 0 0 Delta Abs/Min 0 0 0 0 0 0
Technical Minimum 0.1 0.1 0.1 0.1 0.1 0.1 Technical Minimum 1 1 1 1 1 1
Technical Maximum 6 6 6 6 6 6 Technical Maximum 60 60 60 60 60 60
Y=aX+b Y=aX+b
a= 1 1 1 1 1 1 a= 1 1 1 1 1 1
b= 0 0 0 0 0 0 b= 0 0 0 0 0 0
Reagent Abs Min 0 0 0 0 0 0 Reagent Abs Min 0 0 0 0 0 0
Reagent Abs Max 0.4 0.4 0.4 0.4 0.4 0.4 Reagent Abs Max 0.4 0.4 0.4 0.4 0.4 0.4
Auto Rerun No No No No No No Auto Rerun No No No No No No
Total Reagents 1 1 1 1 1 1 Total Reagents 1 1 1 1 1 1
Reagent R1 ALB R1 ALB R1 ALB R1 ALB R1 ALB R1 ALB R1 Reagent R1 ALB R1 ALB R1 ALB R1 ALB R1 ALB R1 ALB R1
Reagent R2 NA NA NA NA NA NA Reagent R2 NA NA NA NA NA NA
Reagent R3 NA NA NA NA NA NA Reagent R3 NA NA NA NA NA NA
Test Volumes Test Volumes
Test ALB | ALB | ALB ALB ALB | ALB Test | ALB | ALB | ALB | ALB | ALB | ALB
Sample Type SERUM | SERUM | SERUM | SERUM | SERUM [ SERUM Sample Type | SERUM [ SERUM | SERUM [ SERUM | SERUM [ SERUM
Sample Vol Sample Volumes
Normal 2 2 2 2 2 2 Normal 2 2 2 2 2 2
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Increase 4 4 4 4 4 4 Increase 4 4 4 4 4 4
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Decrease 2 2 2 2 2 2 Decrease 2 2 2 2 2 2
Dilution Ratio 5 5 5 5 5 5 Dilution Ratio 5 5 5 5 5 5
Standard volume 2 2 2 2 2 2 Standard volume 2 2 2 2 2 2
Reagent Volumes and Stirrer speed Reagent Volumes and Stirrer speed
RGT-1 Volume 200 200 200 200 200 200 RGT-1 Volume 200 200 200 200 200 200
R1 Stirrer Speed High High NA High High High R1 Stirrer Speed High High NA High High High
RGT-2 Volume 0 0 0 0 0 0 RGT-2 Volume 0 0 0 0 0 0
R2 Stirrer Speed NA NA NA NA NA NA R2 Stirrer Speed NA NA NA NA NA NA
RGT-3 Volume 0 0 0 0 0 0 RGT-3 Volume 0 0 0 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges Reference Ranges
Test ALB ALB ALB ALB ALB ALB Test ALB ALB ALB ALB ALB ALB
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default Default Default Reference Range Default Default Default Default Default Default
Category Male Category Male
Normal-Lower Limit 3.5 3.5 3.5 35 35 35 Normal-Lower Limit 35 35 35 35 35 35
Normal-Upper Limit 5.2 5.2 5.2 5.2 5.2 5.2 Normal-Upper Limit 52 52 52 52 52 52
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Category Female Category Female
Normal-Lower Limit 3.5 3.5 3.5 3.5 3.5 3.5 Normal-Lower Limit 35 35 35 35 35 35
Normal-Upper Limit 5.2 52 5.2 5.2 5.2 5.2 Normal-Upper Limit 52 52 52 52 52 52
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Revision Number Revision Number

<A-100- <A-200- <A-300/600- <A-640- <A-1000- <A-180- <ASI-100- <ASI-200- [<ASI-300/600-| <ASI-640- <ASI-1000- <ASI-180-
Revision ALB-1 ALB-1 -ALB-2 ALB-1 ALB-1 ALB-1 Revision ALB-1 ALB-1 ALB-2 ALB-1 ALB-1 ALB-1

20.08.2013> | 20.08.2013> | 01.08.2014> | 20.08.2013> | 20.08.2013> | 12.12.2013> 20.08.2013> | 20.08.2013> | 22.07.2014> | 20.08.2013> | 20.08.2013> | 12.12.2013>
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SYMBOLS USED ON LABELS / CUMBO/bl, UCMOJIb3YEMbIE HA 3TUKETKAX

E Catalogue Number Manufacturer See Instruction for Use
KaTtanoxHbiin Ne MpoussoanTens CMOTpETb MHCTPYKLMIO
npy UCMOMNb30BaHUM

Lot Number c E CE Mark - Device comply with Storage Temperature
LOT| Cepus the Directive 98/79/EC Cobnioaats Temneparypy xpaHeHus
3uak CE - cootBeTcTBME
[vpektuse 98/79/EC
Expiry Date In Vitro Diagnostics - Content / ConepxaHue
8 Cpok rogHOCT! [ns in vitro guarHocTukn CONT
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