MICROALBUMIN

Cat. No.: Pack name: Packaging (Content):
5 x 25 ml MAL Buffer
BLT20030 MAL 10 1 x 10 ml MAL Antiserum
1x1ml MAL Calibrator
2 x 25 ml MAL Buffer
BLT20031 MAL 5 1x5ml  MAL Antiserum
1x1ml MAL Calibrator

& C€ [ivo]
Intended use

Diagnostic reagent for in vitro quantitative determination of Microalbumin (MAL) in
human urine by turbidimetric immunoassay.

Diagnostic Implications

Diabetic nephropathy, which is accompanied by irreversible kidney damage and
persistent proteinuria, is a major cause of death in persons with insulin-dependent
diabetes mellitus. An early sign of diabetic nephropathy are small Albumin secre-
tions in urine, i.e. Microalbuminuria. Therefore, detection of kidney (glomerular)
damage that is minimal and reversible is important.

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

Reagents Provided
Buffer

Saline (0.9%)
Acccelerator

Sodium azide (0.09%)

Antiserum

Phosphate buffered saline

Polyclonal goat anti-human Albumin (variable)
Sodium azide (0.09%)

Calibrator

Dilution of plasma, liquid and stabilized.
Contains 0.09% sodium azide as preservative.
Concentration: see bottle label

Preparation and Stability of Reagents

Reagent Preparation
Liquid reagents, ready for use.

Stability and Storage
The reagents are stable until expiry date when kept at 2-8°C. Stability in the in-

strument is at least 4 weeks if contamination is avoided. Do not freeze.

Reagents required but not supplied
Saline (9 g/l NaCl)

12000125
12000126
12000155

Sample collection

Collect urine during 24 hours or as a random midstream sample. If the test can not
be carried out on the same day, the urine may be stored at 2—-8°C for 48 hours.
If stored for a longer period, the sample should be frozen. The use of centrifuged
urine is recommended.

Automation

Application procedures on clinical chemistry analyzers are available upon request.
Manual Procedure

Sample/Control: Ready for use

Reference curve: Generate a reference curve by successive 1 : 2 dilutions of
Microalbumin calibrator in saline or use the ready for use calibrator set.

Use saline as zero point.

Test: Mix 60 pl of calibrators, control(s) and samples with 900 pl of MAL buffer.
Read optical density (OD1) of calibrators, controls and samples at 340 nm. Add
150 pl of antiserum. Mix and incubate for 5 minutes at room temperature. Read
optical density (OD2) of calibrators, controls and samples at 340 nm.

Calculate pOD'’s, plot a calibrator curve and read the concentration of controls
and samples.

Reference Values

0-25 mg/l (IFCC)

This range is given for orientation only. Each laboratory should establish its own
reference values.

Performances
The performance characteristics for the Microalbumin reagents were measured
on a clinical chemistry analyzer (Hitachi 911).

Measuring Range: 0—400 mg/l

Detection Limit: 0.7 mg/l

Hook Effect: > 6000 mg/l

Sensitivity: 28.5 ABS units / concentration unit

Precision:

[%CV]

Low Medium High

Intra-Run 0.91 0.88 1.52
Inter-Run 2.93 0.66 0.53

Accuracy:

[mg/1]
Control Assigned Measured
ERBA 196 (166-225) 196.7
Beckmann 21.5 (18-25) 22.5

€rba’

Specificity: Monospecific

Interferences: No interference for Heparin (50 mg/dl), Na Citrate (1000
mg/dl), Triglyceride (2500 mg/dl), EDTA (5 mg/dl) and He-
moglobin (1000 mg/dl) . Bilirubin (> 15 mg/dl) and Turbidi-
ty (> 0.63%) interfere with the test.

Limitations: None

Comparison with Nephelometry: y = 1.0096 x-0.2344 /
r=0.9978

Precautions and warnings

1. In vitro diagnostic Use only.

2. Sodium azide has been reported to form lead or copper azide in laboratory
plumbing which may explode on percussion. Flush drains with water thorou-
ghly after disposing of fluids containing sodium azide.

3. Each donor unit used in the preparation of the calibrators and controls was
found to be negative for the presence of HIV1 and HIV2 antibodies, as well
as for the hepatitis B surface antigen and anti-hepatitis C antibodies, using
a method approved by the FDA.

Also available Calibrators and Controls

Cat. No. Product name Pack name Content

BLT20032 | MAL CALIBRATOR MAL CAL 1x1ml

BLT20033 | MAL CONTROL MAL CON 1x1ml
References

1. Mount, J.N., J. Clin. Pathology, 22, 12 (1986)
2. Schmidtz, A., et al., Diabetic Medicine, 5, 126 (1988)
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APBA MukpoanbL6ymMmuH ons aBTomaTtoB

Kar.Ne YnakoBka (coaepxaHue):
5x 25 mn Bydep
BLT20030 1 x 10 mn AHTUCbIBOpOTKA
1x1wmn Kanubpartop
2 x 25 mn Bydep
BLT20031 1x5mMn  AHTUCbIBOPOTKA
1x1wmn Kanubpatop
@Y C€ [vo]
MpumeHeHue

Habop xunaknux peareHToB Ans KONMYECTBEHHOMO MMMYHOTYpBMAMMETpUYECKOro
onpeaenexHns MukpoansbymmHa (MAL) B Moye YenoBeka.

KnuHunyeckoe 3HauyeHune

[OuabeTnyeckas Hedponatus, KoTopas COMPOBOXAAETCs  HeobpaTUMbIM
NOBPEXAEHNEM MOYEK U CTONKOW NPOTEUHYPUEN, SBMSIETCS OOHON U3 OCHOBHbIX
MPUYUH CMEPTU Y NUL, C WHCYIIMHO3aBUCUMbBIM CaxapHbiM AuabeToM. PaHHUM
npu3Hakom AuabeTnyeckon Hedponatum siBNseTca BblgeneHne HeGOosMbLIOro
KonuyecTea anbbymMvHa ¢ MOYOW, U3BECTHOE Kak MUKpoanbByMuHypusi. B cBsaam
C 9TVM, BbISIBNEHVNE MUHUMATTbHBIX ¥ 06paTUMBIX MOBPEXAEHUI MOYeEK, ABMSETCs
UCKITHOUNUTENBHO BaXHbIM.

MeTtog
VIMMyHOTYpOuammeTpusi. MiamepeHue npogykta peakuum aHTUreH — aHTUTENno
METOL,OM KOHEYHOW TOYKM.

CocTaB peareHToB

Bydep

dusumonornyeckuii pactaeop (0,9 %)
Karanusatop

Harpus asug (0,09 %)

AHTUCLIBOPOTKA

PocdatHbIn BydepHbI pacTBop

MonuknoHanbHble KO3bW aHTUTena NPoTuB anbbymyHa Yenoseka
Hatpwus asvg (0,09 %)

Kanu6partop

PasbaBneHHasi nna3ma, xuakas u ctabunusvpoBaHHas.
Copepxut 0,09 % HaTpusa asuaa B kKa4ecTBe KOHCepBaHTa.
KoHueHTpaumsi: CMOTpUTe Ha 3TUKETKE.

I'Ipuro‘roaneuue M cTabunbHOCTb peareHTOB

nQMFOTOBJ'IeHMe peareHToB
XKupkne peareHThbl, roToBbl€ K UCNOJIb30BaHUIO.

CT1abunbHOCTb ¥ XpaHeHue

PeareHTbl cTabunbHbl 0 UCTEYEHWSI CPpOKa rOAHOCTM NpU cobnioaeHnn ycrnoBum
XpaHeHusi. CTabunbHOCTb KanMBpOBKM NPU XpaHEHUWN Ha GOPTY, MPY UCKIOYEHNN
KOHTaMMHaLMKW, COCTaBnsieT He MeHee 4 Hepenb. KoMmnoHeHTbl HaGopa Henb3as
3amopaxuBaTh.

[lononHuUTenbHbIe peareHThbl
dusnonormyeckuii conesori pactsop (9 r/n NaCl).

MoaroTtoBka o6pa3LoB

CobGepuTe CyTOUHYIO MOYY MITM PA30BYHO MOPLMIO MOYM. ECrin TECT He MOXET BbITb
npoBefeH B TOT Xe AeHb, MOYY MOXHO XpaHuTb npu 2—8 °C B TeyeHune 48 Yacos.
Mpu xpaHeHun B TeyeHne Bonee AnuTenbHOro nepvoaa obpasewl AomkeH BbiTb
3aMOpPOXeH. PekoMeHayeTca UCMonb3oBaTh LEHTPUMYTMPOBaHHYHO MOuY.

ABTOMaTU3aLus

HacTtpoiikn Ans npymMeHeHnst Ha aBToMaTU4eCcknX BUOXUMUYECKNX aHanmn3aTopax
npefocTaBnsoTCs no TpeboBaHuio.

PyyHas npouenypa:

O6pa3seL/KOHTPOMb: TOTOB K MCMOMNb30BaHUIO

KannbpoBouHasi kpuBas: MOCTPOWTE  KanMOPOBOYHYIO — KpWBYIO — MyTem
nocrnenoBaTenbHOro pa3baBneHnus kanubpartopa MwukpoanbbymunHa
cusmnonormyecknm pacTBopom B 2 pasa A0 MakcuMasnbHoro passegeHus 1 : 32
(Hepa3baBneHHsblii kanubpaTop, 1:2,1:4,1:8,1:16,1:32).

Mcnonb3ayiite hr3nonornyeckmini pacTBop B Ka4ecTBe HyneBow TOYkM (brnaHka).
MpoBeaeHne aHanusa: Cmeluante 60 Mk kanmbpaTopoB, KOHTponen 1 obpasLoB
c 900 mkn 6ydepa. U3mepbre ontuyeckyto nnotHocTb (Ol11) kannbpatopos,
KOHTponew n 06pasuos npu 340 HM. [lobaBbTe 150 MK aHTUCLIBOPOTKM. CMeluariTe
N VMHKYOGMpPYTE 5 MWUHYT NpU KOMHaTHOW TemnepaType. Vamepkre onTuyeckyto
nnoTtHocTb (OlM2) kanubpaTtopos, KOHTponei 1 o6pasuos npu 340 HM.
PaccuunTaiite usmeHenusi Oll, nocTpoinTe kanmbpoBOYHYIO KPUBYIO U paccunTaiiTe
KOHLIEHTPaLMKN KOHTporen 1 o6pasLos.

HopmanbHble 3Ha4eHus

0-25 mr /n (IFCC)

OT1OoT AMana3oH 3apaeTcs TOnbko AN opueHTauun. Kaxpas naGopatopust
[OShKHa yCTaHaBNMBaTb CBOM COOGCTBEHHbIE KOHTPOMNbHbIE 3HAYEHUS.

Pa6ouune xapaKTepucTuku
Pabouvie xapaktepucTukun Habopa peareHToB OPBA Mukpoans6ymuH 6Gbinu
oLeHeHbl Ha Broxumuyeckom aHanuaatope (Hitachi 911).

[vanasoH nsmepeHui: 0—400 mr/n
HwxHuii npenen onpegenenus: 0,7 mr/n
XyKk-adpdhekT: > 6000 mr/n

YyBCTBMTENLHOCTbL: 28,5 eguuuy, Ol Ha eguHULY KOHLEHTpaLum

Bocnpounssoanmoctb

[% CV]
3HaveHus: Huskne CpegHue Bbicokue
BHyTpucepuitHas 0,91 0,88 1,52
MexcepuitHas 2,93 0,66 0,53

TouHoCTb:

[mr/n]:
KoHTponb LleneBoe 3HaveHne M3mepeHHoe
ERBA 196 (166-225) 196,7
Beckmann 21,5 (18-25) 22,5

ApTUKyn HaunmeHoBaHue kak B PY

€rba’

CneunduyHocTb: MoHocneumguyeH

Bnustowwme Bewecrtsa: lenapuH (50 mr/gn), Hatpus uutpat (1000 wmr/gn),
Tpurnuuepuapl (2500 wmr/an), 3OTA (5 wmr/an) wu
remornobuH (1000 mr/gn) He BNUSIIOT Ha W3MEPEHUE.
Bunupy6un (> 15 mr/gn) n myTtHocTb (> 0,63 %) moryT
OKa3blBaTb BMUSIHUE Ha NOJyYeHHble pe3ynbTaThl

OrpaHuyeHus: Het

CpaBHeHve ¢ Hedenometpuen: y = 1,0096x — 0,2344
r=0,9978

MpeaynpexaeHus 1 Mepbl NPeAOCTOPOXHOCTU

1. Tonbko ANs AWarHOCTWKWM in vitro.

2. Asug HaTpusi MoXeT 06pasoBbiBaTb B3pPbIBOOMACHbIE KOMMIIEKChI CO
CBWHLIOM ¥ Mefblo Ha CaHTexHWKe. B CBA3M ¢ aTUM, TLaTENbHO NpoMbIBanTe
KaHanu3auuoHHble  CTOKW  BOAOW, MOCne  YTUNM3auuu  KUOKOCTENR,
cofepallux asug HaTpus.

3. Bce pgoHopckne matepuarnsl, ucnonb3yemble Npu NoarotoBke kannbpatopos
1 KOHTponew, 6biny oTpuuaTenbHbIMU Ha Hanuuue aiTuten kK HIV1 n HIV2, a
TaKkKe Ha NOBEPXHOCTHbIN aHTUreH renatuTta B u aHTuTena npoTve renatuta
C, npu aHanu3e MetogoMm, ogobpeHHbIM FDA.

Kanu6paTtopbl U KOHTpPONU He BXoAasilme B cocTaB Habopa

Kar.Ne
BLT20032

HasBaHue MapkupoBka ®dacoBka

MAL CAL

MwukpoanbbymuH 1x1wmn
kanubpatop OPBA
CuctemHbIn PeareHT

(6enok B moue)

BLT20033 | Mukpoans6ymuH MAL CON 1x1wmn

KOHTponb OPBA

WcTouHnkn nutepatypbi:
1. Mount, J.N., J. Clin. Pathology, 22, 12 (1986)
2. Schmidtz, A, et al., Diabetic Medicine, 5, 126 (1988)

Ucnonb3yemMmble CUMBOSbI

Homep naptumn
KaranoxHbln Homep

g Cpok rogHoCTn

u MpownssoauTenb CONT CopepxaHue

VIH BUTpO AnarHocTuka

Mepen vcnonb3oBaHneM

Temnepatypa xpaHeHust

I-5E

Homep PY Oarta Bbigauu PY

BLT20030

BLT20031 OPBA MukpoansbymnH ans aBTomaToB

12000125
12000126
12000155
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MIKPOAJIbBYMIH

Cat. No.: Pack name: Packaging (Content):
5x 25 mn MAL bydep
BLT20030 MAL 10 1 x 10 mn MAL AHTMCMpOBaTKa
1x1mn  MAL Kani6patop
2 x 25 mn MAL Bydep
BLT20031 MAL 5 1x5mn  MAL AHTucupoBaTka
1x1mn MAL Kanibpatop
& C€ [vo]
3acTocyBaHHA

[iarHoCTWYHWIA peareHT Ans in Vitro KinbKiCHOrO BU3HaYeHHSI MiKpoanbOyMiHy
(MAL) y cedi ntognHW iMyHOTYpGIAIMETPUYHUM METOAOM.

[iarHocTuYHa WiHHiCTb

[HiabeTnyHa Hedponaris, Lo CynpPOBOAXKYETLCA HE3BOPOTHIMU YPaXKEHHAMU HAPOK
i XPOHIYHOI NPOTEIHYpIE0, € TFONMOBHOK MPUYMHOD CMEPTi IHCYMiHO3aneXHMX
XBOPUX Ha UyKpoBuI p[iabeT. PaHHbOI O3Hakow pAiabetnyHoi Hedponartii €
HefoCcTaTHSA cekpeLisi anbbyMiHy B cedi, TO6To MikpoanbOymiHypis. Takum YMHOM
€ MOXIUBICTb NEPEBIPKM CTYMEHIO | 3BOPOTHOCTI YPaXEHHS HUPOK LUMSAXOM
BU3HAYEeHHS BMICTY MikpoanbbymiHy.

MpuHUKun meToay
Bur3HaveHHs KinbKOCTi NpoAyKTy peakuii aHTUreH-aHTUTINO 3a MEeToAOM KiHLeBOI
TOYKM.

Cknap peareHTiB

Bydep

dizionoriyHnii posyunH (0,9%)
MpuckoptoBay

Harpito a3ug (0,09 %)

AHTUCMpOBaTKa

dizionoriyHunii po3yuH i3 chocaTtHM Bydepom
MoniknoHanbHi Ko3s4i aHTUTING A0 anbbymiHy NoANHN
Hatpito asua (0,09 %)

Kani6patop
Pigkuii cTabinisoBaHW po34nH Nna3mu KPOBi MIOANHN.

MictnTb 0,09 % HaTpito a3ugy B SKOCTi KOHCEpPBaHTY.
KoHueHTpaLis BkadaHa Ha eTuKeTL,.

MpurotyBaHHSA i cTaBGiNnbHICTL peareHTiB
MpuroTyBaHHsi peareHTiB
PeareHTu piaki, rotoBi 40 BUKOPUCTaHHS.

36epiraHHa i cTabinbHICTL peareHTiB
PeareHTu € cTabinbHMMu ax 40 BUMepnaHHs CTPOKY MPUAATHOCTI 3a TeMnepaTypu

2-8°C. 30bepiraHHs «Ha 6opTy» aHanizatopa: LWoHaiMeHwe 4 TWkHI 3a
BiICYTHOCTI KOHTaMiHaUii. He 3amopoxxyBaTu.

12000125
12000126
12000155

[NopaTtkoBi MaTepianu
disionorivyHunii po3unH (9 r/n NaCl)

MpurotyBaHHA 3pas3kis

36ip cedi npotarom 24 roguH abo cepenHs npoba. AKWO aHania HemMOXIMBO
npoBecTn B [AeHb Biabopy, 3pa3kn MoXyTb 3b6epiratuca npotsrom 48 roauH 3a
Temnepatypu 2-8 °C. [Ons 6inbw TpmBanoro 36epiraHHst 3pas3ku HeobXxigHo
3aMOopoXyBaTh. PekoMeHay€eTbCS LLeHTPUdYryBaHHs 3paskis.

ABTOMaTM4YHE BU3HAYEHHS

MapameTpyn aHanidy Ans aBToMaTU4HUX aHani3aTopiB HagalTbLCA 3a 3anUTOM.
Bu3HayeHHs1 B py4HOMY pexuMi

3pasok / KOHTPONb: rOTOBI 10 BUKOPUCTAHHS.

KanibpyBanbHa kpuBa: nobyaoBa KpUBOI LUMSAXOM MOCMILOBHOMO pPO3BEAEHHS
kanibpaTtopa 1 2 y cisionorivHomy posumHi (9 r/n). YncTMin  Po3UMH
BUKOPUCTOBYBATW SIK HYNbOBY TOYKY.

BumiptoBaHHs: MNepemiwatn no 60 mkn 3paskiB, kanibpaTopis i koHTponis y 900
MK Bydepy. Bumipstu onTuuHy ryctuHy (OD1) 3paskis, kanibpaTopis i KOHTponis
Ha poBxuHi xBuni 340 Hm. Jopatm 150 mkn aHTucuposaTtku. lNepemiwatu i
iHKyByBaT NpoTarom 5 xB 3a KiMHaTHOT TemnepaTypu. BUMipsTv onTuuHy ryctuHy
(OD2) 3paaskiB, kanibpaTopiB i KOHTPONSIB Ha AOBXMHI XBUMi 340 HM.

O6uncnuti 3HaveHHs AOD, nobyaysaTu kanibpyBanbHy KpuBYy i BU3HAYUTW
KOHLIEHTPaLito 3pas3kiB i KOHTPONIB.

HopmanbHi BenuunHun

0-20 mr/n (IFCC).

HaBepneHi 3HaueHHs cnif BBaxkaTu opieHToBHUMU. KoxxHa nabopatopisi camocTilHO
BCTaHOBIIIOE Aiana3oHn HOPMarbHUX 3HaYEHb.

MapameTpu peareHTiB
HaBepneHi oaHi ans peareHTiB MAL oTpymyBanucsa Ha GioxiMidHUX aHanizaTopax
(Hitachi 911).

LianasoH BU3HAYEHHS: 0-400 mr/n
HwxXHIiN nopir BU3Ha4YeHHs: 0,7 mr/n

Edbekt "3noB3anHs" (hook effect): > 6000 mr/n

€rba’

CneundivHicTb: MoHocneuundiyHmmn
lenapun (50 wmr/gn), Hatpito umtpar (1000 wmr/an),
Tpurniuepuam (2500 mr/an), EOTA (5 mr/an) i remorno6in
(1000 wmr/gn) He BMNMBalOTb Ha pesynbTatv aHanisy.
Binipy6iH (> 15 mr/an) i myTHicTb (> 0,63 %) cnoTBOpIOIOTH
pesynbrati aHaniay.

dakTopu BNnuBy:

OBMexXeHHs: Hemae

[lopiBHAHHA 3 pesynbTatamMu, OTPUMaHUMK METOAOM HedenoMeTpii:
y =1,0096 x - 0,2344
r=0,9978

3axoau 6esneku

1. Tinbkn ans in vitro paiarHOCTUKN.

2. Harpito a3vug 3paTHui yTBOPIOBaTU BUGYXOHEGE3NEYHI KOMMMEKCH i3 CBUHLIEM
i Mioa Ha caHTexHiui. Y 3B A3Ky 3 UMM nicna yTunisauii piauH i3 BMicTom
HaTpilo a3uay peTenbHO NpoMKBaNTe kaHanidawiiHi 3nMBu BOAOH.

3. [oHopcbki Matepianu, siki BMKOpPWUCTaHi ONnsi BUPOOHWULTBA peareHTiB,
npoTecToBaHi Ha BiACYTHICTb aHTWTIN Ao BIN 1/2 (HIV 1/2), aHtureny po
Bipycy renatuty B (HbsAg), a Takox aHTuTin go Bipycy renatuty C (HCV) 3a
nonomoroto 3atBepmxeHnx FDA metoais.

[ocTtynHi kanibpaTopw i KOHTponi

Kat. Ne HasBa AbGpeBiaTtypa | ®acyBaHHA

BLT20032 | Kani6patop MAL CALIBRATOR | MAL CAL 1x1wmn

BLT20033 | KoHTporns MAL CONTROL MAL CON 1x1wmn
INitepatypa

1. Mount, J.N., J. Clin. Pathology, 22, 12 (1986)
2. Schmidtz, A, et al., Diabetic Medicine, 5, 126 (1988)

UA YnoBHOBaXXeHWI NpeACTaBHUK B YKpaiHi:
TOB ,,.EPBA AIATHOCTUKC YKPATHA®
01042, Kvis, Byn. IOHHA MABIA I, 6ya. 21, ocpic 401
Ten. +38-050-4483456
ukraine@erbamannheim.com

BUKOPUCTAHI MO3HAYKU

LOT| Homep naprii In vitro piarHocTuka

YyTnueicTb: 28,5 abc. oa. / oa. KoHUEeHTpauii
BiaTBoptoBaHicTb:
[% CV]
Hu3sbkuii piseHb | CepefHin piBeHb | Bucokuii piBeHb
BHyTpillHbOCEpIiViHa 0,91 0,88 1,52
MixcepinHa 2,93 0,66 0,53
ToYHiCTb:
[mr/n]
KoHTponb MpunucaHe 3Ha4YeHHs OTpumaHe 3HavYeHHst
ERBA 196 (166-225) 196,7
Beckmann 21,5 (18-25) 22,5

Mepen BUKOPUCTAHHAM
YBaXXHO BUBMITb IHCTPYKLIitO

KaranoxHuit Homep

2 TepmiH npuaaTHOCTI

M Brpo6HMK
&

Temnepatypa 36epiraHHst

~ = |3
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HauioHanbHuin 3Hak
BignosigHocTi Ans YkpaiHu
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