@ IVD
BIO-[i%-TEST®

UREA 450 (UREA 450)
Cat. No. 10003079 Store at
(+2 to +8)°C

Reagent Set for the preparation of 1000 ml of working solutions
used for the determination of urea in biological material. The Set is
sufficient for at least 450 analyses.

Principle
Urea reacts with diacetylmonoxime in strongly acidic medium in the
presence of thiosemicarbazide and Fe(lll) ions to form a red coloured
complex.
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Reagents

1 Standard solution (10 ml)
urea 16.65 mmol/l

2 Diacetylmonoxime
diacetylmonoxime 0.5 mmol,
thiosemicarbazide 0.08 mmol,
Fe(lll)-Na EDTA 2.5 pmol/tablet

(10 tablets)

Composition of reaction mixture

Diacetylmonoxime 5.0 mmol/l
Thiosemicarbazide 0.9 mmol/l
Sulfuric acid 0.9 mol/l
Fe(lll)-Na EDTA 25.0 pmol/l
Volume ratio of serum/reaction mixture 1/201

Reference values

fS Urea (mmol/l) 25-83
dU Urea (mmol/24 hrs) 333-583
The range of reference values is only approximate, it is recommen-
ded to all laboratories to verify the extention of reference interval for
their concrete examined population.

Reproducibility
Approx. +5%

Calibration and quality control

BIO-LA-TEST® SOLUNORM Urea, Cat. No. 10003175
BIO-LA-TEST® SOLUNORM Glucose-Urea, Cat. No. 10003178
BIO-LA-TEST® LYONORM U, Cat. No. 10003176
BIO-LA-TEST®LYONORM P, Cat. No. 10003172

Auxiliary reagents (not included in the Set)

Sulfuric acid solution, 1.8 mol/l

Prepare by dilution of 50 ml of concentrated sulfuric acid, p.a. with
distilled water in 500 ml volumetric flask.

Trichloroacetic acid solution, 5%

Prepare by dilution of 5 g of trichloroacetic acid in 100 ml of distilled
water.

Working solutions

Solution 1 In 50 ml volumetric flask dissolve 1 tablet of Reagent 2
in approx. 30 ml of distilled water at elevated temperatu-
re.
When cooled refill up to the mark with distilled water.
The solution may contain small insoluble residue.
Stability: several weeks when stored at (+15 to +25)°C.

Solution 2 Mix Solution 1 with sulfuric acid solution in the ratio 1+1.
Stability: 1 day when stored at (+15 to +25)°C.

Procedure

Wavelength (490-540) nm
Cuvette 1cm
Temperature (+15to0 +25)°C
In three thin-walled test tubes mix Solution 2 in the ratio 200+1 with
serum, or with diluted urine (sample), or with Reagent 1 (standard),
or with distilled water (control solution) and stir (e.g. 2.0 ml of Soluti-
on 2 and 0.01 ml of serum, or diluted urine, or Reagent 1, or distilled
water). Cover the test tubes with aluminium foil and place them for
exactly 10 min into a boiling water bath. Then cool quickly in running
tap water and read the absorbances of sample (A;) and standard (A,)
against control solution. The reading must be completed within 15
min after cooling the test tubes.

Dilute urine sample with distilled water 1+50, or 1+100 prior to ana-
lysis (result x dilution).

. Control
Pipette (ml) Sample Standard solution
Serum, diluted urine 0.01 - -
Reagent 1 - 0.01 _
Dist. water - - 0.01
Solution 2.00 2.00 2.00

Mix and place test tubes for exactly 10 min into boiling water bath,
then cool in tap water and within 15 min read the absorbances of
sample (A,) and standard (A,) against control solution.

Calculation A
Urea (mmol/l) = 16.65 x —

A,
Notes

If the urea concentration exceeds 23 mmol/l, dilute the sample with dis-
tilled water and repeat the analysis (result x dilution). For the determina-
tion of urea in hemolytic or lipemic sera it is necessary to deproteinize the
sample prior to use with for example 5% solution of trichloroacetic acid
(mix in a test tube 0.10 ml of a sample with 1.00 ml of trichloroacetic acid
solution and centrifuge. Using the same procedure dilute the standard
urea solution). The next procedure is the same as for the analysis without
deproteinization. This is applicable for blood as well.

The upper level of urea in serum depends on the protein intake in food.
With the protein intake over 2.5 g/kg of body-weight per day, the upper
level of normal urea values can be increased up to 10 mmol/l.

Health protection

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

Reagent 2 contains in low concentration (2.7 %) very toxic thiosemicar-
bazide.

At work, unconditionally observe the rules of personal hygiene. Do not
eat, drink or smoke. Use means of personal protection.

R25 Toxic if swallowed.

S22 Do not breathe dust.

S37 Wear suitable gloves.

S45 In case of accident or if you feel unwell, seek medical advice

immediately (show the label where possible).

First aid

At an accidental ingestion drink up approx. 0.5 | of water. At an eye con-
tact flush immediately and thoroughly with large quantity of water. At a
skin contact wash the skin with soap and warm water. In all serious cases
of health damage consult the physician.

Waste disposal

All tested samples should be treated as potentially infectious and with
the contingent rest of the reagents should be liquidated in accordance
with any other local and national regulations relating to the safe handling
of such materials.

Put packaging paper waste and rinsed containers to recycling.
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BUO-[¢i%|-TECT®
MOYEBUHA 450

(UREA 450)

Hom. Homep 10003079 XpaHuTb

(c +2 po +8) °C

Habop peaktusos ansi npurotoenexHust 1000 mn paboymx pacTBOpoB As
onpeaeneHns MoYeBrHbI B Bruonormyeckmx xuakoctax. Obbem gocrarto-
yeH ansa 450 aHanusos.

MpuHuMn metopa

MoueBuHa obpasyeT ¢ AMaLETUITMOHOOKCUMOM B CUITbHOKUCIION cpeae
B MPUCYTCTBUM TUOCEMUKap6a3vaa M MOHOB TPEXBAaNeHTHOro xernesa
KpacHbI KOMMIEKC.

INutepartypa

Crocker, C.L.: Am. J. Med. Technol. 33, 361 (1967)

Breinek, P., Bouda, J.: Vnitfni 1€k. 2, 186 (1970)

Chromy, V., Medek, J., Partl, V.: Cs. autorské osvédéeni 157 989

PeakTuBbI

1 CraHgapTHbIN pacTeop (10 mn)
MoyeBMHa 16,65 Mmmonb/n

2 [nauetunMoHOOKCUM
Kaxaas Tabnetka coaepXuT AUaLeTUITMOHOOKCUM
0,5 mmonb, Tocemukap6asung 0,08 mmons,
COfb TPEeXBaneHTHOro xenesa 2,5 MKMorb

(10 TabneTtok)

CocTaB peaKLMOHHOWN cMecu

[naueTnnMoHOOKCMM 5,0 mmonb/n
Tuocemukap6asvg 0,9 Mmonb/n
Kucnota cepHast 0,9 monb/n

Llonb >xenesa TpexBaneHTHOro 25,0 mkmonb/n
CoOTHOLIEHNE CbIBOPOTKa/peakLMoHHasi CMecb 1121

PedepeHTHbIe BENUUYUHbBI

MoueBuHa (Mmonb/n) 2,5-8,3
cyT™ — MoyeBuHa (MMonb/24 4) 333-583
MpvBeaeHbIn Ananas3oH pedepeHTHbIX 3HaYEHWUIN ABMNSETCS OPUEHTUPO-
BOYHbIM. PekomeHayeTcst kaxaow nabopatopuv BbIYUCISITE CBOM Anana-
30HbI HOPMaribHbIX BEMUYNH.

Bocnpoussoaumoctb
Okono +5 %

Kanu6poBka u KOHTponb

Bro-NA-Tect® COJTKOHOPM MoueBuHa, Hom. Homep 10003175
Buo-NA-Tect® COJTFOHOPM [mntoko3a-MouyeBunHa, Hom. Homep 10003178
Buo-J1A-Tect® JINOHOPM Y, Hom. Homep 10003176

Bro-NA-Tect® JINOHOPM 1, Hom. Homep 10003172

BconomorartenbHble peakTUBbI (He BXOAST B cocTaB Habopa)
PacTBop cepHoii kbicnoTbl, 1,8 Monb/n

MpurotaBnueatoT pacTBopeHnem 50 M CEpHONM KUCMOTbI KOHLU., Y.4.a., B
500 Mn AUCTUNMPOBAHHOW BOAbI.

TpuxnopykcycHasi kucnota, 5 %

MpurotaBnuBatoT pacTBOpeHMEM 5 I TPUXITOPYKCYCHOM KucnoTbl B 100 mn
ONCTUNMPOBaHHOM BOAbI.

MporoToBneHue paboymx pacTBOpoB

PactBop 1 B mepHoi konbe BmectmocTbio 50 mn pacteopsitor B 30
MI AMCT. BOAbI MpWU MOBLILEHHOW TeMnepaType OfHy Tab-
netky PeakTuBa 2. lNocne oxnaxaeHns 4ONMBaOT BOAOW A0
MeTku. Hanuune HeGonbLIOro konmyecTsa HepacTBOPUMMOro
ocajka He MeLlaeT onpeaeneHuto.
YCTOM4MBOCTL: HECKOMNbKO Mecsues (¢ +15 go +25)°C.

PactBop 2 T[Mpurotasnueatot cmewwmBaHnem 1 gonu PacteBopa 1 ¢ og-
HOW [oNnen pacTBopa CepHOW KUCMOThI.
YctonumBocTk: 1 AaeHb (¢ +15 go +25)°C.

MpoBepeHue aHanusa

[nvHa BonHbI (490 — 540) HMm
KioBeTa 1cm
Temnepatypa (c +15 po + 25)°C

B Tpex TOHKOCTEHHbIX NPOGMPKax CMeLIMBAT PacTBOp 2 B COOTHOLLE-
Hum 200 + 1 ¢ CbIBOPOTKOM MNu pa3BedeHHoN Movei (npoba), peakTueom
1 (cTaHgapT) Unu AUCTUNNMPOBAHHOW BOAOW (KOHTPOMbHbIA pacTBop) 1
CcoAepXxmmoe nepemelunsatot (Hanp. 2 mn pactesopa 2 u 0,01 mn cbiBo-
POTKM UNW pa3BedeHHON Moun, peaktnea 1 unu guct. sogel). OTBEpCTUE
nNpoBupoK 3akpbIBalOT antoMUHUEBON (DOMbro U NPoBypKy nomeLuaroT
TOYHO Ha 10 MWH Ha KMNsALWYyo BoAsHY0 HaHto. [oTom coaepxumoe npo-
6upok BbICTPO OXnaxaalT NPOTOYHOM BOAOW U M3MEPSIIOT OMNTUYECKYHO
NNoTHOCTb Npobbl (A;) 1 cTaHgapTa (A,) NPOTMB KOHTPOMBHOIO pacTBopa.
M3amepeHue cnepyet npoBectn Ao 15 MuH nocne oxnaxgeHus. Mouy
nepes aHanu3om pasBoaaT ANUCT. Bogon ot 1 + 50 go 1 +100 (pesynstat
X pa3BefeHue).

KoHTpons.
OTmepuTb (M) Mpoba CraHngapt pacTEop
CblBOpOTKa,
pasBegeHHast Mmoya 0,01 — -
PeakTtu 1 - 0,01 -
Owcrt. Boga — — 0,01
PeakTuB 2 2,00 2,00 2,00

OTBEpCcTUE NPOBUPOK 3aKPbIBAOT artoMUHMEBON POSLION 1 NPOGUPKK
nomeLyatoT To4HO Ha 10 MMH Ha kuMnsAWylo BoAsiHyto GaHto. MoTom
cofepxumoe npobupok BbICTPO OXMaxaaktT MNPOTOYHOW BOAON U
MN3MEPSIIOT ONTUYECKYIO MIOTHOCTbL NPobbl (A) 1 cTaHaapTa (A,) NpoTuB
KOHTPOMbHOrO pacteopa. VMamepeHve cnegyeT npoBectu Ao 15 MuH
nocne oxnaxgeHus.

Pacuet A

MoyeBuHa (Mmonb/n) = 16,65 x ﬁ
2

MpepynpexaeHune

Mpu copgepxaHnm MoYeBUHbI B nNpobe cBbie 23 MMosb/n Npobbl crne-
OyeT pasBecTn AUCT. BOAOW U aHanm3 NpoBECTU NOBTOPHO (pe3ynbraT X
pasBegeHue).

Mpwv onpeaenexHnn MOYEBUHBI B FeMOSNIUTUYECKUX UMW TUMEMUYECKMX Chl-
BOpOTKax npoby HeobxoanMo AenpoTenHU3nMpoBaTh, Hanp. 5% pacTBo-
POM TPUXIIOPYKCYCHOW kucnoTel. B npobupke cmetunsatoT 0,10 M npobbl
c 1,00 mn pactBOopa TPUXITOPYKCYCHOM KUCMOTbI U LIEeHTPUGYrMpYyHoT.
To4yHo Takke pa3baBnsAT U CTaHAAPTHLIN pacTBOP MOYEBMHbI. [Ans cobe-
TBEHHO aHanusa otmepusatoT 0,10 Mn HagocagoyHon xuakocTu. Janee
onpeaeneHne NpoBoasT Kak npu aHanuse 6e3 AenpoOTEMHWU3MPOBAHUS.
TakuM >xe cnocoboM MOXHO aHanNM3npPoBaTh LIENbHY KPOBb.

BepxHss rpaHuLa coaepxaHns MoOYEeBUHbI B CbIBOPOTKE KPOBbI 3aBUCUT
oT npuema 6enkoB ¢ nuiei. Mpu Nnpueme GenkoB cBbilwe 2,5 r/Kr XXMBOW
Maccbl B CyTKW BEPXHSIS rpaHuLa pedepeHTHbIX BEMUYUH CoaepXKaHUs
MOYEBUHbI B CbIBOPOTKE MOXET BbITb NoBbieHa Aaxe Ao 10 mmonb/n.

MepbI NpeaoCcTOPOXHOCTH

Habop peareHToB npegHasHaveH Ans in vitro guarHocTuku npoceccuo-
HanbHO 0By4YeHHbIM NabopaHToOM.

Peaktus 2 conepxut Tmocemukapbasug.

Bo Bpemsi paboTtbl HeobxoamMmMo cTporo cobniogatb NPUHLMMIBLI TMYHON
rMrmeHbl 1 Nonb30BaThCs CPEACTBAMU UHAMBUAYaNbHOW 3awwuThl. CTporo
3anpeLyeHo ecTb, NUTb U KypUTb.

Oka3aHue nepBoOi NOMOLLU

Mpn npueme BHyTpb criegyeT BbinuTb 0,5 1 BoAbl. Mpu nonagaHun Ha
KOXY WNW B rfasa HeMEeASIeHHO CMbiTb BOMbLUMM KONIMYECTBOM BOAbI.
MocTpapaslueMy HeobxoAMMO okasaTb KBanMMULIMPOBAHHYIO MEANLINH-
CKYI0 MOMOLL|b.

INukeBupaums mycopa

Bce TecTupoBaHHble Npobbl CHUTAOT MaTepuarnom, KOTopbIi MOXET ObiTb
MHULMPOBaH, 1 COBMECTHO C BO3MOXHbIMU OCTaTKaMu peakTUBOB Nof-
NEeXWUT YHUYTOXKEHUIO B COOTBETCTBUW C YTBEPXOAEHHBIMU BHYTPUGOb-
HUYHBIMY MpaBUIaMu.

BymaxkHyl0 ynakoBKy cAaiTe B MakynaTypy, BbIMONIOCKaHylo 3aBOACKYO
Tapy B COPTUPOBaHHLI MyCOp.

[ata npoBeaeHusi nocnegHero koHTpons: 21. 1. 2011
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