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Prot Ure - DAC.LQ
BEIOK B MOYE U CMX
®OTOMETPUYECKWUIA METOA C NMPOTAJIZI0/IOM KPACHbIM
ToNbKO ANS AMArHOCTUKK «in vitro»
XpaHutb npu 2-8°C
2x25 ml +5ml
2x125 ml +5 ml

Kop 3076U50
Kop 3076U250

Kop 3076U5 5 ml (Prot Ure Standard)
MPUHUMN METOAA
Benok B obpasue pearupyer C NUPOrasioNoM KpacHbiM U

MONMGAATOM, NPUBOAS K 06Pa30BaHMIO OKPALIEHHOrO KOMMEKCa.
WNHTEHCMBHOCTL 06pasylolieiics OKPackW, W3MEpeHHOW npu AnuHe
BOSHbI 600(£10) NM, NPOMNOPUMOHaNbHa KOHLUEHTpaumn 6enkat2.

COCTAB HABOPA

Reagent

Mporannon kpacHsii

Hatpus monubpat

Prot Ure Standard 5ml
Anb6yMUH/rn0o6YNMH, BOAHBIA pacTBoOp.
ToyHas KOHUeHTpaumnsa anbbyMuHa yKa3aHa Ha 3TukeTke (nakoHa.

50 mmol/I
0,04 mmol/I

XPAHEHWE N CTABUJIbHOCTb PEATEHTOB

PeareHTbl Npu 2-8°C cTabunbHbI 40 CPOKA, YKA3aHHOIO Ha STUKETKE.
MpU3HakM nopuM: MNpUCYTCTBUE B3BECM, MYTHOCTb, abcopbums
Blank > 0,30 npu 600 nm (KloBeTbl Ha 1 cm).

OBPA3Lbl ANA UCCNEAOBAHUSA

Moua 1 cnuHHoMo3roBas xuakocTb (CMX).

CobepuTe CyTOUHbIN 0bpa3eL, MOuM, onpesennTe o6beM.
Benok B Moue ctabuneH 8 aHeit npu 2-8°C.

Benok B CMX crabuneH 4 gHs npn 2-8°C.

PE®EPEHTHBIE BEJINYUHbI

Moua®: MeHee 100 mg/24 h (MeHee 150 mg/24 h ans 6epeMeHHbIX).
CMK5: [let 300-1000 mg/l. B3pocnbie 150-450 mg/I.
MNpuBeaeHHble pedepeHTHbIE BENYNHBI OPUEHTUPOBOYHBI.

KOHTPOJIb KAYECTBA

[Ona  KOHTpoNs  Xoda  peakuuM W mpouedypbl  M3MepeHus
peKoMeHAyeTcs ucnonb3oBaTb KOHTposibHble 06pasubl MouM C
M3BECTHbIM coaep)kaHueM 6enka.

Kaxaas nabopatopusi A0MXHA YCTaHOBUTb COBCTBEHHYIO BHYTPEHHIO0
CUCTEMY KOHTPONS KauecTBa.

AOMNOJIHUTENbHOE OBOPYJOBAHUE
AHanusatop, cnekTpodoTOMETP UK TepMOCTaTUPYOWWNiA GOTOMETP C
dunbTpoM 600(+10) nm.[Jo3aTopbl Ha 20 pl 1 1,0ml.

MEPbI NPEAOCTOPOXHOCTH

Ha6op npeaHasHayeH TONLKO AN ANArHOCTUKYM in vitro.

0O6pa3sLbl A0MXHbI paccMaTpuBaTbCs Kak MOTEHUManbHO OMacHble W
06pabaTbiBaThCs Kak UHMEKLMOHHbIE.

NPUTOTOBJIEHUE PABOYUX PEATEHTOB
PeareHTbl FOTOBbI K UCMO/b30BAHUIO.

NMPUMEYAHUNSA

1. [laHHble peareHTbl MCMOAbL3YIOTCS B aBTOMAaTUUYECKUX aHann3aro-
pax, MHCTPYKUWK pa3pabaTbiBaloTCs U NpeAoCcTaBASOTCS MO 3anpocy.

2. JloxHoOTpuLaTeNbHble pe3yibTaTbl MOryT 6biTb MOAYYeHbl Npu
uccnefoBaHMM BbICOKO 3abyhepeHHON LWenoYHON MoUu.

Mpn UccnefoBaHMM C NOMOLLbIO TECT-NOMOCOK MpPU TeX Xe YCNOBUAX
MOTYT 6bITb NONYYEHbI SIOXKHO-MONOXUTENbHLIMA PE3yNbTaTbl.

3. KanubpoBka BOAHbIM CTaHAApPTOM MOXET Bbi3BaTb OTK/JOHEHME,
CBfI3aHHOE C pacTBOpUTENeM. PekoMeHayeTcs MpoBOAUTL KannbpoBKy
C WCMONb30BaHWEM CTaHAapTa Ha OCHOBE CbIBOPOTKM (Multi St-DAC
Koa 2051M5).

X0A ONPEAENEHNA

Metoa: KOHeuHas Touka
[AnvHa BONHbI: 600(+20) nm
Temnepatypa: 37°C

BrnaHk: no peareHTy

1. loBeanTe Reagent 1 GoToMeTp A0 TeMnepaTypbl peakuun (37°C).
2. NomecTnTe B MapkMpoBaHHble npobupku (Mpumedanus 1,2):

Blank Standard Test
Prot Ure Standard - 20 pl -
O6pasey - - 20 pl
Reagent 1,0 ml 1,0 ml 1,0 ml

NB: O6bembl peareHTa, cTaHAapTa u obpasua MOryT GbiTb [PONOPUMOHATILHO
MU3MEeHEeHbl B COOTBETCTBUMN C paﬁquM 06bEMOM KIOBETbI aHasnnsaropa.

3. Copepxumoe npobupoK TWATeNbHO CMelalTe W WUHKybupyite
5 MUHYT npu 37°C nam 10 MUHYT npm 15-25°C.

4. Yutute Abcopbumio Standard (As;) v Test (A,,) Npy ANWHE BOMHbI
600 nm npoTtus Blank. Okpacka cTabunbHa He MeHee 10 MUHYT.

BbIYNCIIEHUA
KoHueHTpauus 6enka (C,) B o6pasue MOYW BbIMUCASETCS MO
cneaywleit obwei Gopmyne:
AO
Asc
KoHueHTpauus 6enka (C,) B obpasue CMX Bbluncnsiercs no
cneayollen obuieit popmyne:
AO
Asc

X Cst X Vo4 = Co

X Cst = Co

METPOJIOTMYECKNE XAPAKTEPUCTUKN

Mpeaen yyscTBUTENbHOCTH: 70 My/I.

Mpepen nuHeiHocTH: 4000 mg/l. Mpu 6onee BbLICOKOW KOHLEHTpa-
uMn passeanTe obpasel; GU3MONOrNYECKUM PacTBOPOM B COOTHOLUE-
HUM 1:2, MOBTOPUTE U3MEPEHME, @ Pe3ynbTaT YMHOXbTE Ha 2.
MoBTOpAeMocTb (B Npefenax nepnoaa):

CpesHsis KOHUEHTpaums cv* n*
800 mg/I 3,0 % 20
1600 mg/I 2,1% 20

BocnpoussoauMocTb (0T Nepuoja K nepuoay):

CpedHsis KOHLEHTpauus Ccv* n*

800 mg/I 3.2% 25

1600 mg/I 3,0 % 25

*Tae: CV-ko3hdULMEHT BapuaLmnn; N-KONMYECTBO ONpeseneHunin
WHTepdepeHums: Temonus, a Takxe Jpyrue JekapcTBeHHble

npenaparbl U Cy6CTaHLUMM BAVSIOT Ha pesysbTaT onpeaeneHus®.
[aHHble MeTpoNorMyeckue XapakTepucTuku 6biM  NONyuyeHbl Ha
aHanusatope. Pe3ynbTaThl MOryT BapbupoBaTb B 3aBUCUMOCTU OT
1Cnonb3yeMoro 060pyA0BaHNs UNW NPOLEAYPbI ONpeaesneHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN
MoBbIlWeHHOe coaepxaHue 6enka B Moye (MPOTEUHYpPUS) BCTpedaercs

npu KPOBOTEYEHWSIX, MOBBILEHHOW MPOHWLAeMOCTH  6a3anbHoM
MeMbpaHbl, JedekTax KaHanblLeBoW peabcopbuun, MNOBbIWEHHOW
KOHUEHTpPauMu B NnasMe WM NpU  HaaM4uM  NaToNorM4eckux

HU3KOMONEKYNAPHLIX 6ENKOB (Nlerkue Lenn WUMMYHOrNo6YIMHOB) M
NaTo0rnYeckoil cekpeunn 6eka B MoYEBbIBOASILUMX NyTsX 5.
MpoTenHypus BCTpeyaeTcs MNpakTUYecKM Npu Bcex 3abonesaHusx,
COMPOBOXAAKLWMXCA  HapylieHnem  abcopbuum B MOYEYHbIX
KaHanbLax, Takux kak HedpoTUYECKMiA CUHAPOM, rAOMepyoHedpuT,
MHbapKT — Moyek, 3/70Ka4ecTBeHHble HOBOOGPa3oBaHWS  Mouek,
nmabetnyeckas Hedponatus, CuUHApoM  DaHKOHWM,  OTpaBfeHue
TSXENbIMU MeTannamu, CapKonaos, CeproBUAHOKNETOYHAS
natonorus. MpoTeMHypUsi  COMPOBOXAAET  370Ka4EeCTBEHHblE U
BOCManuTenbHble 3a6oneBaHns MOYEBbIX MyTel, AereHepaTuBHble
COCTOSIHUS W Pa3fpaxeHUe HUXHUX OTAENOB MOYEBbIX NMyTei.
MHOXeCTBEHHas MMenoMa, MOHOK/IOHaNbHble raMMonaTun W Apyrue
MuenonponudepaTueHble U IMMPONponUdepaTUBHbIE PaccTPorUCTBa
TaKXXe MOTyT Bbl3blBaTb NPOTENHY PUIO.

MpOTEMHYpUS MOXET MOSIBAATLCS NOCNe (U3MYECKOro HanpsiXeHus,
(ypoBeHb NMPOTENHYPUN 3aBUCUT OT TUMNA Harpyskn U COCTaBNSET 22 -
340 mr/cyT).

®
‘ DAC-SpectroMed s.r.l.
MD-2012, Moldova, or. Chigindu, str. Armeneasca 47, ap. 64
Tel.: /+37322/ 574900,574922/23; fax: /+37322/ 574920
Email: office@dacspectromed.com
www.dacspectromed.com
PT MD 11-15796482-001:2003

Prot Ure - DAC.Lqg

PROTEINA TN URINA S1 LCR
FOTOMETRIC CU PIROGALOL ROSU
Numai pentru diagnosticare «in vitro»

Ase pastrala 2-8°C

Cod 3076U50
Cod 3076U250
Cod 3076U5

2x25 ml+5 ml
2x125 ml+5 ml
5 ml (Prot Ure Standard)

PRINCIPIUL METODEI

Proteina din probd reactioneaza cu pirogalol si molibdat formind un
complex colorat. Intensitatea culorii, masuratd la 600(x£10) nm,
este proportionald concentratiei proteineit-2.

COMPONENTA SETULUI
Reagent

Pirogalol rosu 50 mmol/I
Molibdat de sodiu 0,04 mmol/I

Prot Ure Standard 5ml

Albumind/globulind, solutie apoasd. Concentratia este

indicatd pe etichetd flaconului.

PASTRAREA S1 STABILITATEA REAGENTILOR

Reagentii sunt stabili la 2-8°C pind la data indicatd pe etichetd.
Semne de deteriorare: prezenta particulelor materiale, turbiditate,
absorbtia Blancului > 0,30 la 600 nm (cuva 1 cm).

PROBE

Urind si lichid cefalorahidian (LCR).

Se va colecta urina nictemerald, se va determina volumul.
Proteina in urind la 2-8°C este stabild 8 zile.

Proteina in LCR la 2-8°C este stabild 4 zile.

VALORI DE REFERIN]’;\

Urin&® : Pind la 100 mg/24 h (pind la 150 mg/24 h la gravide).

LCRS: Copii 300-1000 mg/I. Maturi 150-450 mg/I.

Aceste valori sunt orientative. Se recomandd stabilirea diapazonului
de referintd in laboratorul dat.

CONTROLUL CALITATII

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomandad de folosit Mostre de urind pentru control cu
concentratia cunoscutd a proteinei. Se recomandd stabilirea
sistemului intern de control in laboratorul dat.

ECHIPAMENT ADITIONAL
Analizor, spectrofotometru sau fotometru cu filtrul 600(+10) nm.
Dozatoare 20 pl 5i 1,0 ml.

PRECAUTII

Setul este destinat numai pentru diagnosticare in vitro

Probele pacientilor vor fi considerate ca material potential contagios
si se vor prelucra analogic celor contagioase. La utilizarea setului se
vor respecta regulile de securitate prevdzute pentru lucrul cu
substante toxice.

PREPARAREA REAGENTILOR DE LUCRU
Reagentii sunt gata de utilizare.

NOTE

1. Reagentii dati se utilizeazd si pe analizor automat. Tn acest caz
instructiunea se elaboreazd si se livreaza la solicitare.

2. Rezultate fals negative pot fi obtinute in cazul in care proba de
urind este foarte bazicd iar in acelagi timp testarea acestei urine cu
bandelete poate prezenta rezultat fals pozitiv.

3. Calibrarea cu standard de apd poate fi cauza greselilor
sistematice. Tn asa caz se recomandd de folosit calibratorul pe bazd
de ser (Multi St-DAC Cod 2051M5).

MOD DE LUCRU

Metoda: punct final
Lungimea de unda: 600(£20) nm
Temperatura: 37°C

Instalarea zero: blanc dupd regent

1. Reagentul si fotometrul se vor incélzi pind la 37°C.
2. Se va pipeta in eprubetele marcate(Note 1,2):

Blanc Standard Test
Prot Ure Standard - 20 pl -
Proba - - 20 pl
Reagent 1,0 ml 1,0 ml 1,0 ml

NB: Volumul reagentului si probei pot fi schimbate propor{ional
conform volumului de lucru a cuvei analizatorului folosit.

3. Se va amesteca bine si se va incuba 5 minute 37°C sau 10 minute
la 15-25°C.

4. Se va nota absorbtia Standardului (As) si Probei (Apy) la 600
nm contra Blanc. Culoarea este stabild nu mai putin de 10 minute.

CALCUL
Concentratia proteinei (Cp,) in proba de urind se va calcula utilizind
formula:
Apr
Ast
Concentratia proteinei (Cpr) Tn proba de LCR se va calcula utilizind
formula:

X Cst X Vaan = Cpr

::tr X Cst =Cpr
CARACTERISTICI METROLOGICE

Limita sensibilitatii: 70 mg/I.

Limita linearitatii: 4000 mg/I.

Pentru valori mai ridicate proba se va dilua cu solutie fiziologicd in
raportul 1:2 si se va repeta masurarea. Rezultatul se va inmulti la 2.
Reproductibilitatea in limitele perioadei:

Concentratia medie Cv* n*
800 mg/I 3,0 % 20
1600 mg/I 2,1 % 20
Reproductibilitatea de la perioadd la perioada:
Concentratia medie Cv* n*
800 mg/I 3,2 % 25
1600 mg/I 3,0 % 25

*CV—coeficientul de variatie; n—numarul de determindri.

Interferente:

Hemoliza influenteazd rezultatul. Se va tine cont de posibila
interferentd medicamentoasa, cit si de interferenta altor substante®.
Aceste caracteristici metrologice  au fost obtinute la utilizarea
analizorului. Rezultatele pot varia in dependentd de echipamentul
utilizat sau procedura de determinare.

CARACTERISTICI DIAGNOSTICE

Nivelul inalt al proteinei in urind (proteinuria) se atestd in caz de
hemoragii, hiperpermeabilitatea membranei bazale, difecte in
reabsorbtia de calciu, concentratia sporitd de proteine
micromoleculare patologice (lanturi ugoare de imunoglobuline) si
secretiile proteinelor in tractul urinar 5.

Proteinuria se atestd in cazul tuturor bolilor insotite de dereglarea
absorbtiei in canaliculele rinichilor; sindrom nefrotic,
glomerulonefritd, infarct renal, neoformatiuni maligne a rinichilor,
nefropatie diabeticd, sindrom Fanconi, intoxicatii cu metale grele,
sarcoidozd, patologii celulare falciforme.

Proteinuria insoteste neoformatiunile maligne si bolile inflamatorii
ale cdilor urinare, stdri degenerative si iritarea cdilor renale
inferioare.

Mielome multiple, gamapatii monoclonale, deregldri mieloproliferative
si limfoproliferative, cit i efortul fizic (nivelul depinde de intensitatea
efortului si constituie 22 - 340 mg/24ore) pot provoca proteinuria.
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TOTAL URINARY AND CSF
COLORIMETRIC METHOD WITH PYROGALLOL RED
For «in vitro» use only
Store at 2-8°C

Code 3076U50
Code 3076U250
Cod 3076U5

2x25 ml+5 ml
2x125 ml+5 ml
5 ml (Prot Ure Standard)

PRINCIPLE

Protein react in acid solution with pirogallol red and molybdate to
form a colored complex.

The intensity of coloration, measured at 600(+10) nm, is proportional
to the protein concentration in the sample.

CONTENTS AND COMPOSITION
Reagent

Pyrogallol red

Sodium molybdate

Prot Ure Standard 5mil
Albumin/globulin, aqueous primary standard
Concentration is given on the label.

50 mmol/I
0,04 mmol/I

STORAGE AND STABILITY OF REAGENTS

Reagents at 2-8°C are stable until the expiry date shown on the label
when stored tightly closed and if contaminations are prevented
during their use.

Indications of deterioration: Presence of particulate material,
turbidity.Blank absorbance at 600 nm 20,2.

SAMPLES

Urine and cerebrospinal fluid (CSF).

Urine 24 h stability 8 days at 2-8° C.
Cerebrospinal fluid CSF stable 4 days at 2-8°C.

REFERENCE VALUES
Urine: <100 mg/24 h (< 150 mg/24 h in pregnancy).
CSF: Children 300-1000mg/I
Adults 150-450 mg/I
These ranges are given for orientation only; each laboratory should
establish its own reference ranges.

QUALITY CONTROL

It is recommended to use the urines coltrol samples to verify the
performance of the measurement procedure.

Each laboratory should establish its own internal Quality Control
scheme and procedures for corrective action if controls do not
recover within the acceptable tolerances.

ADDITIONAL EQUIPMENT
Analyzer, spectrophotometer or
600+10 nm. Thermostat at 37°C.
Dropper for 20 pl and 1,0 ml. Timer.

photometer able to read at

PRECAUTION

For in vitro diagnostics only.

Handle all patients’ samples as potentially dangerous and treat as
infectious.

Precautions established for work with caustic and toxic substances
should be observed while using the reagents.

REAGENT PREPARATION
Reagents are provided ready to use.

PROCEDURE

Assay conditions

Method: end point
Wavelength : 600(£10) nm
Temperature : 37°C/15-25°C
Blank: against reagent

1. Pipette into labeled test tubes: (Notes 1):

Blank Standard Test
ProtUre Standard, pl - 20 -
Sample, pl - - 20
Reagent, ml 1,0 1,0 1,0

NB: Volumes of reagent, standard and samples can be proportionally
changed according to the cells working volumes of using analyzers.

2. Mix thoroughly and incubate the tubes for 5 minutes at 37°C or
10 minutes at 15-25 °C.

3. Measure the absorbance (A) of the Standard and the Test at
600(+10) nm. against the Blank.

The colour is stable for at least 10 minutes.

CALCULATIONS
The protein concentration in the sample is calculated using the
following general formula:
A sample
A standard
The protein concentration in the sample CSF is calculated using the
following general formula:
A sample
A standard

X Cst X Vo4 h = Csample

X Cst = Csample

METROLOGICAL CHARACTERISTICS

Detection limit: 70 mg/1
Linearity limit: 4000 mg/I

For higher values dilute sample 1/2 with distilled water and repeat
measurement. Multiply results by 2 (dilution factor).
Repeatability (within run):

Mean Concentration cv N

800 mg/I 3,0 % 20

1600 mg/| 2,1 % 20
Reproducibility (run to run):

Mean Concentration cv n

800 mg/I 3,2 % 25

1600 mg/I 3,0 % 25

* CV - coefficient of variation n — number of determinations
Interferences: Hemolysis and other substances and drugs
interfere®.

These metrological characteristics have been obtained using an
analyzer. Results may vary if a different instrument or manual
procedures are used.

may

DIAGNOSTIC CHARACTERISTICS

In healthy persons, the urine contains protein or only a trace amount
of protein; normally the glomeruli prevent passage of protein from
the blood to the glomerular filtrate. Glomerular injury causes
increased permeability to plasma proteins, resulting in proteinuria,
which refers to the presence of protein in the urine. A persistent
finding of proteinuria is the single most important indication of renal
disease. Elevated concentration of protein in cerebro-spinal fluid
(CSF) can be cause by infections and intracranial pressure.

NOTES
1. This reagent may be used in several automated analyzers.
Instructions for many of them are available on request.

False negative results may be obtained at testing of highly

buffered alkaline urine. Test strips being tested at the same
conditions may show false positive results.
3. Calibration with the provided aqueous standard may cause a
matrix related bias, especially in some analyzers. In these cases, it is
recommended to calibrate using a serum based standard (Multi St-
DAC, cod. 2051M5).
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