@ IVD
BIO-[i%-TEST®

UREA ENZYMATIC (UREA 200 ENZ)
Cat. No 10003165 Store at
(+2 to +8)°C

Reagent Set for the preparation 900 ml of working solutions for the
determination of urea in urine and serum. The Set is sufficient for at
least 200 analyses.

Principle

Urea is hydrolyzed by urease to ammonia and carbon dioxide. Am-
monia is determined by colour reaction with sodium salicylate and
alkaline hypochlorite.
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Reagents

1 Buffer — enzyme (1 vial)
5,5-diethylbarbiturate of sodium 1.11 mmol,
EDTA 1.24 mmol, urease 8 pkat/vial
Sodium azide 12.5%

2 Sodium salicylate (1 vial)
0.014 mol/vial

3 Sodium nitroprusside (1 vial)
1.8 mmol/vial

4 Sodium hypochlorite (20 ml)

sodium hypochlorite 0.2 mol/l,
sodium hydroxide 3 mol/l

5 Standard solution (10 ml)
urea 15 mmol/l

Reaction mixture
Barbital buffer, pH 6.7 (25°C) 2.6 mmol/l
Urease 8.85 pkat/l

Sodium salicylate 170 mmol/l
Sodium nitroprusside 1.8 mmol/l
Sodium hydroxide 66 mmol/l
Volume ratio of serum/reaction mixture 1/226
Reference values

fS urea (mmoll/l) 2.61-8.35
dU urea (mmol) 330-590

The range of reference values is only approximate, it is recom-
mended to all laboratories to verify the extention of reference interval
for their concrete examined population.

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 HUM N, Cat. No 10003204
BIO-LA-TEST® LYONORM HUM P, Cat. No 10003206

Working solutions
Solution of Dissolve content of bottle 1 in 100 ml dist.
enzyme in buffer  water.

Stability: 10 days at (+2 to +8)°C.

Solution of Dissolve content of bottles 2 and 3 in 400 ml dist.
nitroprusside water.

Stability: 14 days at (+2 to +8)°C in the dark.
Solution of Dilute content of bottle 4 with dist. water to 400 ml.
hypochlorite Stabilita: 1 month at (+2 to +8)°C.

Procedure of analysis
Wavelength (540-560) nm
Cuvette 1cm
Temperature incubation (37 £0.1)°

reaction (+15 to +25)°

o0

Pipette (ml) Sample Standard Blank
Serum 0.02 - -
Reagent 5 - 0.02 -
Solution of enzyme
in buffer 0.50 0.50 0.50
Mix and let stand for 10 min at 37 °C.

Solution of

nitroprusside 2.0 2.0 2.0
Solution of

hypochlorite 2.0 2.0 2.0

Mix immediately after addition of Hypochlorite solution, let stand
for 15 min (25°C) and read absorbances of a sample (A;) and
standard (A,) against blank.

Calculation
A,
fS urea (mmol/l) = 15 . ——
A,
Notes

Dilute urine 1 + 99 with dist. water (result x 100). If urea values exceed 33
mmol/l, repeat analysis with a sample diluted 1 + 1 with water (result x 2).

Health protection

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

Reagent 1 contains sodium azide (12,5%) - very toxic substance, hazardous
for enviroment, 5,5-diethylbarbiturate sodium (25%) - harmful and psychotropic
substance and complexone Il (63%) - harmful substance.

Reagent 2 contains sodium salicylate (100%) - harmful substance.

Reagent 3 contains sodium nitroprusside (100%) - toxic substance.

Reagent 4 contains sodium hydroxide (12%) - corrosive substance and so-
dium hypochlorite (20%) - corrosive substance.

While working it is especially significant to observe sanitary rules, not to eat,
drink, or smoke and to use self preventatives.

Reagent 1
R28 Very toxic if swallowed.
R32 Contact with acids liberates very toxic gas.

R36/37/38 Irritating to eyes, respiratory system and skin.
R51/53 Toxic to aquatic organisms, may cause long-term adverse effects in
the aquatic environment.

S26 In case of contact with eyes, rinse immediately with plenty of water and
seek medical advice.

S36 Wear suitable protective clothing.

S45 In case of accident or if you feel unwell, seek medical advice immedi-
ately (show the label where possible).

S60 This material and its container must be disposed of as hazardous waste.
S61 Avoid release to the environment. Refer to special instructions/Safety
data sheets.

Reagent 2

R22 Harmful if swallowed.

R36/37/38 Irritating to eyes, respiratory system and skin.

S26 In case of contact with eyes, rinse immediately with plenty of water and
seek medical advice.

S36 Wear suitable protective clothing.

S46 If swallowed, seek medical advice immediately and show this
container or label.

Reagent 3

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 immedi-
ately (show the label where possible).

Reagent 4

R31 Contact with acids liberates toxic gas.

R35 Causes severe burns.

S26 In case of contact with eyes, rinse immediately with plenty of water and
seek medical advice.

S37/39 Wear suitable gloves and eye/face protection.

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

(show the label where possible).

First aid

If swallowed necessary to wash up the mouth and to drink of about 0.5 litre of
water. On skin or eye contact rinse the place with jet of tap 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 con-
tingent 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 ®EPMEHTATUBHO (UREA 200 ENZ)

Hom. Homep: 10003165 XpaHuTb

(c +2 oo +8)°C

Habop peakTtnBoB Ans npurotoBnenms 900 mn pabo4mx pacTBOpoB
ansa 200 onpefeneHunii MOYEBMHbI B MOYM U B CbIBOPOTKE.

MpuHUMN meToAa

Ypeasa rugponuayetr MoveBuHy ¢ obpa3oBaHMEM aMMuaka u OByo-
Kucu yrnepopa. Bos3HuKwwni aMMuak onpefensioT no LBETHOW peak-
Lun canuuunarta co LernoYHbIM pacTBOPOM FMMOXI0opUTa.

INuTepartypa

Lorentz, K. Z.: Klin. Chem. Klin. Biochem. 5, 291 (1967) Barbaressi,
G., Ruffiny, M. P.: Acta med. rom. 12, 130 (1974)

Chromy, V., Voznicek, J., Vermousek, |., Jedlickova, R.: Biochem.
clin. bohemoslov. 10, 213 (1981)

PeakTtuBbI

1 Bydep — bepmeHT
5,5-anatunbapbutypat HaTpus 1,11 Mmonb
OOTA 3 1,24 mmonb, ypeasa 8 pkat/dnakoH
Asung HaTtpusa 12,5%

2 Canuuunat HaTpus
0,014 monb/dpnakoH

3 HuTponpyceua HaTpus
1,8 MMonb/driakoH

4 TnopoxnopuTt HaTpus (20 mn)
rmapoxnoput Hatpus 0,2 monb/r,
TMAPOOKUCH HaTpust 3 Monb/n

5 CraHaapTHbIi pacTBop,
Mo4yeBuHa 15 MMonb/n (10 mn)

(1 dpnakoH)

(1 dpnakoH)

(1 dpnakoH)

CocTaB peakLMOHHOMN CMecH

Bydep bapbutanosbin 2,6 MmMonb/n
Ypeasa 8,85 mkkat/n
Canuuunar HaTpusi 170 mmonb/n
HuTponpyccna HaTpus 1,8 Mmonb/n

Mmppoxnoput HaTpusi 4,4 mmonb/n
Mmapookuce HaTpus 66 Mmonb/n
COOTHOLLEHME CbIBOPOTKA/peaKLMOHHast CMeCb 1/226
PecdhepeHTHbIEe BENUYUHbI

(HTB)C — MoueBunHa (MMonb/m) 2,61-8,35
cyT™ — MoueBuHa (Mmorb) 330-590

MpuBeaeHbIn gnanasoH pedepeHTHbIX 3Ha4YeHUn SBNSEeTCA opu-
E€HTUPOBOYHbIM. PekomeHayeTcs Kaxaon nabopatopuv BblMMCIATb
CBOM AManasoHbl HOpMasbHbIX BEMUYYH.

Kanu6poBka u KOHTponb

Bro-NA-Tect® COJITOHOPM MouesuHa, Hom. Homep 10003175
Buo-N1A-Tect® COJIFOHOPM [nioko3a-MoyeBuHa, Hom. Homep
10003178

Buo-NA-Tect® IMOHOPM I'YM H, Hom. Homep 10003204
Buo-NA-Tect® IMOHOPM I'YM 1M, Hom. Homep 10003206

lMpuroroBneHune pacTBopoB
PactBop cbepmeHTa Copepxumoe cnakoHa 1  pacTBopsioT

B bydbepe B 100 Mn AMCTUNNMPOBAHHOW BOAbI.
YctonuymBoctb: He MeHee 10  aHen
(c +2 po +8)°C.
PacTtBop Copepxumoe drnakoHoB 2 7 3
HUTponpyccuaa pacTtBopsitoT B 400 Mn  gUCTUNNUPOBAHHOMN
BOZbI.
YCTONYMBOCT:! He MeHee 14 gHen (c +2
no +8)°C B TemHoTE.
PacteBop Cogepxumoe nakoHa 4 pasbaBnstoT
rmgpoxropuTa avetun. sogon ao 400 mn.

YcTtonymBoctb: He  MeHee 1 mecay,
(c +2 po +8)°C.

MpoBeaeHue aHanusa
[nvHa BonHbI (540-560) Hm
KioBeTa 1cm

Temnepatypa nHkybaumm (37 £0,1)°C
peakuum (c +15 go +25)°C
Pacteop
OTmepuTb (M) Mpoba CraHngapt cpaBHeHAs

CbiBOpOTKa 0,02 - -
PeaktuB 5 - 0,02 -
PactBop dhepmeHTa
B bydbepe 0,50 0,50 0,50
MepemelumsatoT 1 nHKy6MpytoT 10 MuH npn 37 °C.
PacTteop
HUTponpyccuaa 2,0 2,0 2,0
PacTteop
rmgpoxnoputa 2,0 2,0 2,0
HemegneHHo no pobaeneHun PacTtBopa rmgpoxnoputa nepe-
MewwuBatT, 4Yepe3d 15 mMuH (25°C) cHoBa nepemelLmBalOT
1N M3MepPSIT ONTUYECKYIO MIIOTHOCTL NPo6bl (A,) n ctaHgapTa (A,)
NpOTVB PacTBOpa CPaBHEHWS.

Bbluncnenuve A
1
(HTB)C — MoyeBuHa (MMonb/mi) = 15 . .
2
MpumeyaHua
Movuy passoasaT auctun. sogon 1+99 (pesynerat x 100).
Y npob6 co cogepxaHWEM MOYEBWHbI CBbile 33 MMOMb/M aHanua
noBTOpsItOT ¢ Npoboit, passeaeHHoW Bogon 1+1 (pesynbrar x2).

Mepbl NpeaocTopoKHOCTU

Habop peareHTOB NpefHa3HayeH Ans in vitro guarHocTukmn npodec-
CMOHarnbHO 0BOy4eHHbIM NTabopaHToM.

PeakTuB 1 cogepxut asug Hatpusi, 5,5-anatunbapbutypat HaTpus,
n OOTA 3.

PeakTuB 2 cogepxXuT canuumnar HaTpus.

PeakTuB 3 cogepxXuT HUTponpycua HaTpus.

PeakTuB 4 cogepXuT ruapooKNCb HAaTPXS 1 TMMOXIOPUT HaTPUS.
Mpn paboTte Heobxoaumo cobntogaTe Npasuna IMYHON MMrMeHsbl, 3a-
npeLaeTcs ectb, MUTb U KypuUTb, HAA0 UCMOMb30BaTb NpeaoXpaHu-
TenbHblE cpeacTaa.

Oka3aHue nepBoOM NOMOLLM

[Mpu npueme BHyTpb cneayeT BbiNuTb 0,5 n BoAkl. [Mpn nonagaHum
B rrasa ux crieqyeT npombiBaTb MUHMManNbHO 10 MUH B TOKE BOAbI.
Mpy nonagaHnm Ha KOXy ee crnedyeT BbIMbITb MPOTOYHOW BOAOW.
MocTpapaBlueMy JomkHa ObiTb OkasaHa KBanuuUMpoBaHHas Me-
OMLMHCKas MOMOLLb.

NukBnpgaumsa mycopa

Bce TectupoBaHHble Npobbl CUMTAOT MaTtepmanom, KOTopbli MOXET
6bITb MHPULIMPOBAH, U COBMECTHO C BO3MOXHbIMW OCTaTkaMu peak-
TUBOB MOANEXMNT YHUHTOXEHWIO B COOTBETCTBUMN C YTBEPXKAEHHBIMU
BHYTPVOONBHUYHBIMY NPaBUIamu.

BymaHyto ynakoBKy canTe B MakynaTtypy, BbIMOMOCKaHy 3aBofC-
Kyto Tapy B COPTUPOBaHHBIA MyCOp.

[arta npoBeaeHusi nocnegHero koHTpons: 26. 5. 2011
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