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MOYEBMHA
®EPMEHTATMBHO-®OTOMETPMYECKUIA METOA C
YPEA30/i/CATULUIIATOM
ToNbKO ANS AMArHOCTUKN «in vitro»
XpaHutb npu 2-8°C

Koa 3092U200 200 ml
Koa 3092U500 500 ml
Koa 3092U1000 1000 ml

NMPUHUMN METOOA

MoueBMHa, NOCPEACTBOM peakuuii, OnUCaHHbIX HWxe, o6pasyeT
OKpalWeHHbI KOMANeKC. WMHTEHCMBHOCTb OKPacku, M3MepeHHoW npu
600(20) Nnm, NPONOPUMOHANbHA KOHLEHTPaLNN MOYEBMHbIL 23,

MoyeBnHa + H,0 __Ypewa o INH,* + CO,
NH,* + Canuumnat + NaClQ __Humponpyeawd o AynocheHon
COCTAB HABOPA
Reagent A pH 6,9
Canvuunat Hatpus 62 mmol/I
HuTponpyccna HaTpus 3,4 mmol/|
docdaTHbIN bydep 20 mmol/I
Reagent B
Ypeasa > 500 U/ml
Reagent C
rMnoxnopuT HaTpus 7 mmol/|
Mmapokcna Hatpus 150 mmol/I

Egnkoe! He fonyckate nonagaHns Ha KOXy M CIM3NCTble
Urea Standard
CraHaapT MOYEBUHbI,
3TUKeTKe (nakoHa
Kannbposka BOAHbIM CTaHAaPTOM MOXET CTaTb MPUYMHOM cuCTEMaTUYeC-
KO# OWNBKN. PeKOMEHAYETCS CM0/b30BaTh CbIBOPOTOYHbINA Kannbparop.

XPAHEHWE N CTABUJIbHOCTb PEATEHTOB

PeareHTbl npu 2-8°C cTabunbHbI 4O CPOKA, YKA3aHHOIO Ha STUKETKE.
MpU3HakM nopuM: NpUCYTCTBME B3BECW, MYTHOCTb, abcopbuns
BnaHka 6onee 0,100 npu 600 (+20) nm (KtoBeTbl Ha 1 cm).

OBPA3Lbl ANA UCCNEAOBAHUSA

CbiBOpOTKa (Nna3ma) 1 Moua.

MoueBnHa B CbiBOPOTKe (Mna3mMe) cTabunbHa 7 aHeit npu 2-8°C.
FenapuH pekOMEHAYETCS UCMO/b30BaTh B KAYeCcTBE aHTUKOarynsHTa.
MoueBuHa B Moue cTabunbHa 3 gHs npu 16-25°C.

MNepes TecTMpoBaHueM passeauTe Mody 1:50 AUCTWAN. BOAOW.

PE®EPEHTHbIE BETUYNHbI
CbIBOPOTKa M nnasMa*:

KOHLEHTpaLuna MOYEeBUHbl YyKaszaHa Ha

HoBopoxaeHHble/aeTu: 1,8-6,4 mmol/I
18-60 ner: 2,1-7,1 mmol/I
60-90 nert: 2,9-8,2 mmol/I
>90 nert: 3,6-11,1 mmol/I.

15-39 mg/dl MoyeBnHbI=7-18 mg/dl AM=2,5 - 6,5 mmol/| MOYeBUHbI.
Moua*: 26 - 43 g/24 4 MoueBMHbI = 12 - 20 g/244y AM = 428 - 714
mmol/244 MOYeBUHbI. [pUBEAEHHbIE BENMUYNHBI OPUEHTUPOBOYUHBI.

AOMOJIHUTENbHOE OBOPYJOBAHUE
AHanusatop, cnekTpocdoToMeTp Uan dotomeTp ¢ GunbTpoM 600(+20)
nm. BoasHol TepmocTaT 37°C. [lo3atopsbl Ha 10 pl v 1,0 ml.

MEPbI NPEAOCTOPOXHOCTH

Habop npeaHasHauyeH TONbKO AN AWArHOCTUKM in vitro.

O6pa3subl AOMKHbI PacCMaTpUBATLCS KaK MOTEHLMaNbHO OnacHble W
06pabaTbiBaThCs Kak UHMEKLMOHHbIE.

NMPUTrOTOBJIEHUE PABOYNX PEATEHTOB

Reagent C 1 Urea Standard rotoBbl K UCNONb30BaHMIO.

Pabounii peareHT: copepxumoe dnakoHa ¢ Reagent B akkypaTHO
nepeMelaiTte, 3ateM k 1 ml Reagent B + 24 ml Reagent A.
TwartenbHo cMewaiite. CTabuneH 2 Hegenn npu 2-8°C.

NMPOLUEAYPA ONPERENEHUA

Metoa: KOHeuHas Touka
[invHa BONHbI: 600(+20) nm
Temnepatypa: 16-25°C/37°C
BnaHk: no peareHTy

1.[loBeauTe TemnepaTypy peareHToB A0 KOMHaTHOIi (16-25)°C.
2.MoMecTUTe B MapknpoBaHHbIe NPOBUPKU:

BnaHk CraHpgapTt O6pasey
Urea Standard - 10 pl -
O6pasey - - 10 ul
Pa6ouuii peareHT 1,0 ml 1,0 ml 1,0 ml

3.Cosepxumoe npobupok TlATeNbHO CMelwaiTe W WHKY6upyiTe
10 MUHYT npu 16-25°C nan 5 MuHYT npm 37°C.
4.MomecTute:

Reagent C 1,0 ml 1,0 ml 1,0 ml

5.Cosepxumoe npobupok TlATeNbHO CMewaiTe W WHKY6upyiTe
10 MUHYT npu 16-25°C nan 5 MuHYT npm 37°C.

6. Yutute Abcopbumio (A) Urea Standard v O6pasua, npu 600 nm
npotue Bnanka. Okpacka cTabunbHa He MeHee 2 4acos.

NB: O6beMbl peareHTa, cTaHaapTa 1 06pasua MoryT 6biTb 11PONOPUNOHATLHO
N3MEHEHbl B COOTBETCTBMMN C pa6quM 06bEMOM KIOBETbI aHasnnsaropa.

BbIYUCJIEHUSA

KoHueHTpauuss MoueBuHbl (K,) B o0bpasue BbluMCAseTcs Mo
cnepytowleii obuwein hopmyne: (Ao /Asy) X Kse X Kp = Ko

KOHTPOJIb KAYECTBA

Ons  KOHTpONs  XOAa peakuWn U Npoueaypbl  U3MepeHus
peKOMeHAyeTcsl  UCMONb30BaTb HOPManbHble UM matonoruyeckue

KOHTpOIbHbIE CbIBOPOTKMU.

METPOJIOTMYECKUE XAPAKTEPUCTUKU

Mpeaen yyscTtButenbHoctu: 1,3 mg/dl MmoyeBnHbl = 0,60 mg/dl AM
= 0,21 mmol/l MoYeBUHbI.

Mpepen nuHeitHoctu: 300 mg/dl MoueBMHbI =
= 50 mmol/l MOYEBUHbI.

Mpn Gonee BbLICOKOW KOHLEHTpaLWW pa3BeanTe obpasew, AUCTUN-
NIMPOBAHHOI BOAOI B COOTHOLEHWUN 1:5 1 NOBTOPUTE U3MEPEHME.
BocnpousBoAMMOCTb B Npejenax Nepuoaa:

140 mg/dl AM

CpeAHAs KOHUEHTpauus Ccv* n*

26 mg/dl = 4,3 mmol/| 1,6 % 20

86 mg/dl = 14,2 mmol/| 0,8 % 20
- Bocnpou3BOAMMOCTb OT Nepuoda K nepuoay:

CpeaHAs KOHUEHTpauus cv* n*

26 mg/dl = 4,3 mmol/| 2,4% 25

86 mg/dl = 14,2 mmol/| 1,3% 25
* [ae: CV-ko3ddUUUEHT BapuaLumumn; n-KoNNYECTBO ONpeaeneHui.
YyscTBuTenbHocTtb: 8,6 mA x di/mg = 0,143 mA x |/mmol
BnusHue: nwunemus (Tpurnuuepuabl 10 g/l) wn 6Guanpy6uH

(20 mg/dl) He BnusT Ha pe3ynbTar. Femonus (remornobuH 2 g/l) un
NOBbILEHHOE COAEPXaHWe aMMUaKa BAUSIKOT Ha pe3ynbTaT.

[pyrve nekapcTBeHHble npenapatbl M Cy6CTaHLUWW MOryT BAUSTb Ha
pesynbtar®.

ANATHOCTUYECKWUE XAPAKTEPUCTUKN

MoueBMHa CMHTE3NPYeTCs B MEYEHW B KAYecTBe NpOAYKTa Ae3aMUHU-
pOBaHMs aMUHOKMCAOT. DNMMUHALMA MOYEBUHbI ABNSETCA OCHOBHbIM
nyTeM 3KCKpeuuu a3oTa. [OBbIWEHHAA KOHLEHTPALUMUs MOYEBMHbI
0BHapyXWBaeTCs B CNeAylWMX Cy4yasx: HapylweHue dyHKLMMU
NoYeK: CHWXeHUe mnoueyHoit nepdy3um (3acToitHas cepaedHas
HEeOCTaTOYHOCTb, WMCTOLIEHME 3anacoB COMe M BOAbI NpW pBOTE,
NoHOCE, NMOBbILEHHOM AWYpe3e WUAU MOTOOTAENEHUM); LWOK; B COYETa-
HAW C MOBbIWEHHbIM KaTabonu3MoM 6efka (KenyAouHO-KULWEeYHOoe
KpoBOTEYEeHWe, OCTpbIii MHbAPKT MUOKapaa, CTpecc, oxoru). OcTpble
WAW  XPOHMYECKMe  WHTepCTUuManbHble — 3a60MeBaHus  Mouek;
06Typaumus MOYEBbIX NYTEil; AWeTa C BbICOKUM COAepXaHueM 6enka.
CHUXEHWEe KOHLEHTpaLWWM MOYEBWHbI BbI3bIBAKOT: AWETa C HU3KUM
COfiepxaHueM 6enka W BbICOKUM - YrNeBOAOB; MOBbIWEHHAs yTUAN3a-
unst 6enka Ans cuHTesa (B No3aHME CPOKW GepeMeHHOCTH, y AeTeit B
Bo3pacTe 40 1 roja, mpu akpoMmeranuu); napeHTepanbHoe NUTaHue;
TsXenble 3a60NeBaHMs MNeuyeHu; OTpaBfeHWe NekapcTBaMu; Hapy-
lieHue  BCacblBaHUs.  [IMarHOCTUYECKas  LEHHOCTb  MOYEBMHbI
OrpaHnyeHa B CBA3W C BapnabenbHOCTbI0 ee KOHLEHTpauMu B nnasme,
13-3a BAUAHWUA BHEMOYEUHbIX hakTopos*S.

®
‘ 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

Ure - DAC.Lq

UREEA ;
FERMENTATIV-FOTOMETRIC. UREAZA /SALICILAT
Numai pentru diagnosticare «in vitro»

Ase pastrala 2-8°C

Cod 3092U200 200 ml
Cod 3092U500 500 ml
Cod 3092U1000 1000 ml

PRINCIPIUL METODEI

Ureea, prin intermediul reactiilor descrise mai jos, formeazd un
complex colorat. Intensitatea culorii, masuratd la 580 (+20) nm,
este proportionald cu concentratia ureeit>°.

Ureea + H,0 U828 oNH,* + CO,

NH,* + Salicilat + NaCl0 __Nitroprusid o yndofenol

COMPONENTA SETULUI

Reagent A pH 6,9

Salicilat de sodiu 62 mmol/|

Nitroprusid de sodiu 3,4 mmol/|

Fosfati, sol.tampon 20 mmol/I

Reagent B

Ureaza > 500 U/ml

Reagent C

Hipoclorit de sodiu 7 mmol/|

Hidroxid de sodiu 150 mmol/I

Substantd toxica! A se evita contactul cu pielea si suprafetele mucoase

Urea Standard

Standard de uree. Concentratia ureei este indicatd pe etichetd

NB Calibrarea cu standard de apd poate fi cauza gregelilor
sistematice. Tn aga caz se recomandd de folosit calibratorul cu ser.

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 peste 0,100 la 600 nm (cuva 1 cm).

PROBE

Ser (plasma), urina.

Ureea in ser (plasma) este stabild la 2-8°C 7 zile.

Tn calitate de anticoagulant se va folosi heparina.

Ureea in urind este stabild (16-25)°C 3 zile, feritd de poluare
microbiand. Tnaite de testare urina se va dilua cu apd distilatd in
raportul 1:50.

VALORI DE REFERINT;\
Ser gi plasméa*:

Nou-ndscuti/copii: 1,8-6,4 mmol/I
18-60 ani: 2,1-7,1 mmol/I
60-90 ani: 2,9-8,2 mmol/I
>90 ani: 3,6-11,1 mmol/I.

15 - 39 mg/dl uree = 7 - 18 mg/dl AM = 2,5 - 6,5 mmol/I uree.
Urind*: 26 - 43 g/24 ore uree = 12 - 20 g/24ore AM = 428 - 714
mmol/24 ore uree. Aceste valori sunt orientative.

ECHIPAMENT ADITIONAL
Analizor, spectrofotometru sau fotometru cu filtrul 600(%£20) nm.
Termostat de apd 37°C. Dozatoare10 yl si 1,0 ml.

PRECAUTII

Setul este destinat numai pentru diagnosticare in vitro

Probele pacientilor vor fi considerate ca material potential contagios §i
se vor prelucra analogic celor contagioase.

PREPARAREA REAGENTILOR DE LUCRU

Reagent C si Urea Standard sunt gata de utilizare.

Reagentul de lucru se va prepara in modul urmator: Continutul
flaconului cu Reagent B se va amesteca bine, apoi 1 ml Reagent B +
24 ml Reagent A. Se va amesteca bine.

Reagentul de lucru este stabil la 2-8°C 2 sptadmini.

METODA DE LUCRU

Metoda: punct final
Lungimea de unda: 600(£20) nm
Temperatura: 16-25°C/37°C

Instalarea zero: blanc dupd reagent

1. Reagentii se vor incdlzi pind la temperatura camerei (16-25)°C.
2. Se va pipeta in eprubetele marcate:

Blanc Standatd Proba
Urea Standard - 10 pl -
Proba - - 10 ul
Reagent de lucru 1,0 ml 1,0 ml 1,0 ml

3. Continutul eprubetelor se va amesteca bine si se va incuba
10 minute la 16-25°C sau 5 minute la 37°C.
4. Se va pipeta:

Reagent C 1,0 ml 1,0 ml 1,0 ml

5. Continutul eprubetelor se va amesteca bine si se va incuba
minute la 16-25°C sau 5 minute la 37°C.

6. Se va nota absorbtia (A) Urea Standard si Probei la lungimea de
undd 600 nm contra Blancului.

Culoarea este stabild 2 ore.

NB: Volumul reagentului, standardului si probei pot fi schimbate
proportional conform volumului de lucru a cuvei analizatorului.

10

CALCULE
Concentratia ureei (Kpr) n probd se va calcula utilizind formula
generald:

(Apr 7Ast )X Kse X Ky = Ky

CONTROLUL CALITA]’II
Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomanda de folosit seruri normale si patologice pentru control.

CARACTERISTICI METROLOGICE

Limita sensibilitatii:

1,3 mg/dl uree = 0,60 mg/dl AM = 0,21 mmol/l uree.

Limita linearitatii:

300 mg/dl uree = 140 mg/dl AM = 50 mmol/I uree.

Pentru valori mai ridicate proba se va dilua cu solutie fiziologicd n
raportul 1:5 si se va repeta masurarea.

Reproductibilitatea in limitele perioadei:

Concentratia medie cv* n*

26 mg/dl = 4,3 mmol/I 1,6 % 20

86 mg/dl = 14,2 mmol/Il 0,8 % 20
Reproductibilitatea de la perioadd la perioada:

Concentratia medie Ccv* n*

26 mg/dl = 4,3 mmol/I 2,4% 25

86 mg/dl = 14,2 mmol/Il 1,3% 25

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

Sensibilitatea: 8,6 mA x dI/mg = 0,143 mA x I/mmol

Interferente: lipemia (tricliceride 10 g/I) si bilirubina (20 mg/dl) nu
influenteaza rezultatul. Hemoliza (hemoglobina 2 g/l) si continutul
inalt de amoniac influenteaza rezultatul.

Se va tine cont de posibila interferentd medicamentoasa, cat si de
interferenta altor substante*.

CARACTERISTICI DIAGNOSTICE

Ureea se sintetizeaza in ficat si asigurd dezaminarea aminoacizilor.
Eliminarea ureei este calea de bazd de excretie a azotului.
Concentratia Tnaltd de uree se atestd in urmatoarele cazuri:
dereglarea functiei rinichilor; micgorarea perfuziei renale ( insuficientd
cardiacd, cagexie apoasd si salind in caz de vomitare, diaree,
hiperdiureza, transpiratie );soc; in combinatie cu hipercatabolismul
proteinelor (hemoragie gastrica si intestinald, infarct moicardic acut,
stres, arsuri). Maladii interstitiale ale rinichilor, cronice si acute.
Obstructia cailor urinare. Dietd cu continut sporit de proteine.
Micsorarea concentratiei de uree este provocatd de: dieta cu continut
scdzut de proteine §i sporit de glucide; hiperasimilarea proteinelor
pentru sintezd (termen inaintat de graviditate, copii pind la 1 an,
acromegalie); nutritie parenterald; maladii a ficatului; intoxicatie
medicamentoasd; deregldri  de absorbtie (celiachie). Valoarea
diagnosticd a ureei, ca indicele de bazd a functiondrii rinichilor, este
limitatd din motivul variabilitdtii concentratiei in plasma, din cauza
factorilor extrarenali*®.
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UREA
ENZYMATIC COLORIMETRIC METHOD -
UREASE/SALICYLATE
For «in vitro» use only
Store at 2-8°C

Cod 3092U200 200 ml
Cod 3092U500 500 ml
Cod 3092U1000 1000 ml

PRINCIPLE
Urea in the sample originates, by means of the coupled reactions
described below, a colored complex that can be measured by

spectrophotometry®2:3.

Urea + H,0 Urease 2NH,* + C0,

NH4*+ Salicylate + NaCIO nitroprusside Indophenol
E———

CONTENTS AND COMPOSITION
Reagent A pH 6.9
Sodium salicylate 62 mmol/I
Sodium nitroprusside 3,4mmol/|
Phosphate buffer 20 mmol/
Reagent B
Urease > 500 U/ml
Reagent C
Sodium hypochlorite 7 mmol/I
Sodium hydroxide 150 mmol/I

Irritant! Irritating to eves and skin.

Urea Standard. Aqueous primary standard

Calibration with the factor or with the aqueous standard may cause bias. In
these cases, it is recommended to calibrate using a serum based standard.

STORAGE AND STABILITY OF REAGENTS

Reagents and Urea Standard are stable at 2-8°C 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, absorbance of the blank over 0,100 at 600(%£20) nm (1 cm
cuvette).

SAMPLES

Serum, plasma or urine collected by standard procedures.

Urea in serum or plasma is stable for 7 days at 2-8°C.

Heparin is recommended as anticoagulant. Urea in urine is stable for
3 days at room temperature if microbial growth is prevented.

Dilute urine 1/50 with distilled water before measurement.

ADDITIONAL EQUIPMENT
Analyzer, spectrophotometer or photometer able to read at 600+20
nm. Thermostatic water bath at 37°C. Dropper for 10 pl and 1,0 ml.

PRECAUTION

For in vitro diagnostics only.

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

QUALITY CONTROL

It is recommended to use the Sera N and Sera P 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.

REAGENT PREPARATION

Reagent C and Standard are provided ready to use.

Mix carefully contents of Reagent B vial before using.

Working Reagent: can be prepared in the proportion: 1 ml Reagent B
+24 ml Reagent A. Mix thoroughly. Stable for 2 weeks at 2-8°C.

PROCEDURE

Assay conditions

Method: end point
Wavelength : 600 (+£10) nm
Light path: lcm
Temperature : 16-25°C/37°C
Blank: against reagent

1. Bring the Reagents to room temperature (15-25°C).
2. Pipette into labeled test tubes:

Blank Standard Sample
Urea Standard, pl - 10 -
Sample, pl - - 10
Working Reagent, ml 1,0 1,0 1,0

3. Mix thoroughly and incubate the tubes for 10 minute at room
temperature (15-25°C) or for 5 minutes at 37°C.
4. Pipette:

Reagent C, ml 1,0 1,0 1,0
5. Mix thoroughly and incubate the tubes for 10 minute at room
temperature (15-25°C) or for 5 minutes at 37°C.
6. Read the absorbance (A) of the Standard and the Sample at
600 nm against the Blank. The colour is stable for 2 hours.
CALCULATIONS
The urea concentration in the sample is calculated using the following
general formula:

A
Sample _
X Cstandard X C factor dilution sample = Csample

A standard
If the Urea Standard provided has been used to calibrate :
Serum and Urine
plasma
A sample X 60 = mg/dl urea X 3000 = mg/dl urea
A standgara X 10 = mmol/lurea  x 500 = mmol/l urea

REFERENCE VALUES
Serum, plasma*:

Newborn: 1,8-6,4 mmol/|

Adult:

18-60 ani: 2,1-7,1 mmol/I

60-90 ani: 2,9-8,2 mmol/I

>90 ani: 3,6-11,1 mmol/I.

15-39 mg/dl urea = 7-18 mg/dl BUN = 2,5-6,5 mmol/l urea.

Concentrations in the neonatal period are lower, and in adults over 60
years of age are higher than in adults. Concentrations also tend to be
slightly higher in males than in females.

Urine*:

26-43 g/24-h urea = 12-20 g/24 h BUN = 428-714 mmol/24-h urea.
These ranges are given for orientation only; each laboratory should
establish its own reference ranges.

METROLOGICAL CHARACTERISTICS

Detection limit:

1,3 mg/dl urea = 0,60 mg/dl BUN = 0,21 mmol/l urea.

Linearity limit: 300 mg/dl urea = 140 mg/dl BUN = 50 mmol/I urea.
For higher values dilute sample 1/5 with distilled water and repeat
measurement.

Repeatability (within run):

Mean urea concentration cv n

26 mg/dl = 4,3 mmol/I 1,6 % 20

86 mg/dl = 14,2 mmol/I 0,8 % 20
Reproducibility (run to run):

Mean urea concentration cv n

26 mg/dl = 4,3 mmol/I 2,4% 25

86 mg/dl = 14,2 mmol/I 1,3% 25

* CV - coefficient of variation n — number of determinations
Sensitivity: 8,6 mA.dl/mg = 0,143 mA.l/mmol

Interferences: lipemia (triglycerides 10 g/l) and bilirubin (20 mg/dl)
do not interfere. Hemolysis (hemoglobin 2 g/l) and elevated ammonia
interfere. Other substances and drugs may interfere®.

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

DIAGNOSTIC CHARACTERISTICS

Urea is synthesized in the liver as a by-product of the deamination of
amino acids. Its elimination in the urine represents the major route
for nitrogen excretion. Elevated urea concentration in plasma is found
as a result of a high-protein diet, increased protein catabolism, after a
gastrointestinal hemorrhage, mild dehydration, shock and heart
failure or treatment with glucocorticoids (pre-renal uremia)*®.
Post-renal uremia is caused by conditions that obstruct urine outflow:
nephrolithiasis, tumor or prostatic hypertrophy. The usefulness of
urea as an indicator of renal function is limited by the variability of its
plasma concentration as a result of no renal factors*®.

Clinical diagnosis should not be made on the findings of a single test
result, but should integrate both clinical and laboratory data.
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