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UREA'BUN-UV

CCB21516 8»60m L»8x 15mL C0023516 4x60mL*4«16ml

Onlyfcr mvifro use m the difxcal [aboratory

INTENDED USE

Reagent for the measurement ot urea concentrabon in human serum, plasma or unne The
obtained values are useful as an aid in Nee dia”Kisis and treatment of chrorvc renalfailure, and to
evaluate the funcfaon of renal glomerulus

Ths reagentis for use in Noe BioSystems BA analyzers

CUMCAL SIGNIFICANCE

Urea IS synthesized in the liver as a by-productofthe dam nation of amino aods Its efminabon
mthe unne represents the route for nirogen excrebon

Elevated urea concentration m (“asma is found as a result of a b*-protem diet, increased
protein catabolism, after a gashointesbnal hem orrh”. mild dehydration, shock and heart failure
orbeatmentwith glucocorbcoids (pre-renal uremia)'*

Post-renal uremia is caused by condibons that obstruct unne outfiow nephrolitbasis, tumor or.
prostabc hypertrophy The usefulness of urea as an indicator of renal function is limited by the
vanablity blits plasma concentration as a result of nonrenal factors*".

Clinical diagnosis shodd notbe made on the findings of a single test result, but should integrate
both dim cal and laboratory data

PRINCIPLE OF THE METHOD

Urea in the sample consumes, by means of the coupled reachons described below, NAOH that
can be measured by spectrophotom etry*

urease
Urea ¢ HD ---rememmme = 2NH* ¢ CO2
glutamate
dehydrogenase
NH<*NAOH (Glutamate *.NAD*
CONTENTS
COD 21516 €00 23516
A Reagent SxXmL 4xXmL
B  Reagent 0x 15mL 4X 15mL
COMPOSITION

A. Reagent Tns 100 mmollL, 2-oxoglut*te 5.6 mmoll, urease > 140 U/mL, glutamate
dehydrogenase > 140 U/mL. ethyteneglicol 220 g/L, sodium aznle 0'95, pH 8 0

Reagent NAOH 15 mm oifl, sodium azide 9.5 g/L

WARNING H302 Harmful if swallowed ELWO3T Contact with adds /berates foxic gas

P30HP312: IF SWAUOWED Call a POISON CENTER or dodorfphysidan if you feel
unwell P330 fbnse mouth

@

STORAGE AND STABILITY
Store at 28®C

Components are stable once opened unbi the expiry‘date marked tn the label if they are stored
wellclosed and care is taken to preventcontaminabon-during their use

On board stabilty Reagents open and kepi in the refogerated comparbnent of the analyzer are
stable X days

Indicabons of detenorabon Absorbance of:the’ blank below the knxt indK :* in ‘Test
Parameters’
WARNING AND PRECAUTIONS

Exercise the normal precaubons required for.handbng all laboratory reagenb Safety date sheet
available for professional user on request Disposal of ait waste material should be m accordar>ce
wth local guidelines Any senous incident that nght occur in relation to the device shaH be
reported to BK>Systems S A.

ADDITIONAL MATERIALS REQUIRED (NOT PROVIDED)

Biochemistry Calibrator (BioSysiems cod: 18011) or BKichemtstry Calibrator Human (BteSystems
o 18044)

REAGENT PREPARATKM

Reagents are provided ready to use

SAMPLES

Serum, piasma or unne collected by standard procedures

Urea in serum or plasma is stable for 7 days at 2-8°C Hepvin is reccxnmended- as
anbcoaguteni*

Ureain unne is stablefor 2°days atroom temperature if TkTobal growth is prevented-

CALIBRATION

Areagent blank should'be done every day »  a calibrabon atleastevery X days, afterreagent
lotchange or as required by quality ¢ i* o | procedures

QUALITY CONTROL

it O recommended to use the Biochemistry Control Serim level | (cod 18005, cod 18009 and
cod 18042)and Il (cod 18007,cod 1X10 and 18043) and the Biochemtstry-Control Unne (cod
18054 and cod 18066) b verify the accuracy of the measurement procedure

Each laboratory should establish its own internal Ouabty Conbd scheme and procedues lor
corrective achon if control results are not withm the acceptable hmts

H21516i4)6
TIWMM s Tek the moektooftt n i» of/!wi
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UREA'BUN-UV
UREASE.'GLUTAMATE DEHYDROGENASE

CC

REFERENCE VALUES

Serum and plasma' 128 - 428 mg/dL urea = 6 - X mgrdL BUN =2.14 - 7 14 mmollL urea
Concentrabons m the neonatal penod are fower, and In adteto over’X years of age are higher
ban in adufb Concentrabons also tend to be shghtfy hitier xi matesthan m females

Unne' 26 -4374 -h urea = 12 mX g/24 h BUN =426 - 714 mmol24:h'urea

These ranges are gwen for onentabon only, each laboratory should estaUish its own reference
rar-ges

METROLOGICAL CHARACTERISTICS

Ihe metrolo”cai charactenshcs descrd)ed below have been-ebtaned using a BA400 analyzer
and foliowing the guidelines of the Cbrecai & Laboratory Standards Insfatuie (CLSI)

- Detectionlimit 3X mg/dL urea =1 72mg/dL BUN =.0 624 mmollL urea

- bneanty Imst XO mg/dL urea - 140 mAdL "IN -*X"_mmoil urea For samples with higher
values, (klute manuaiy a refer to the Test Parametenzabon for Automabc cktubon (note (hat
all these samples will be diluted with Nee same diiubon;rabo)

- Pmasion:
Serum Mean urea concentration Repeatabtey (CV) Witwi-laboratory (CV)
26 8 mg/dL =4 47 mmol/L 354 50%
137 mg/dL = 22 9 mmol/L 114 17%
Unne Mean urea concenbaton Repeatabdrty (CV) Withm-laboratory (CV)
1291 mg/dL =215 mmol/L 31% 43%
1771 mg/dL = 295 mmol/L 2.9% 31%

- Trueness Results obtained with /(NS reagent dx! not show systematic diferences when
compaed with reference reagents Detais of the comparison expenmento are avalable on
request

MMTITATIOH3 OF THE PROCEDURE

- Interferences Nlirubm (up to-X_mg/dL), hemolysis (hemoglobin up to 500 mg/dL) and tipemia
(biglycendes up to 1625 m #d|) do notinterfere Other drugs and substances may interfere®
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TEST PARAMETERS

R1 use ReagentA
R2 use/Reagent B

BiiiSysicins S..A. C«Htta Bra\'<y, 30. 08030 Barci'loita (Spain)
vswiA.hi08yMrms.e4

BAXD BAD
GENERAL
Name UREA-BUN4JV UREA-BUN-UV
Shortname UREA UREA
Sample type serum/ plasma/ urme serum/ plasma / urme
Analysis mode ftxed-bme breagent fued-bme bireagent
Unit mg/dL mg/d.
Decimals 0 0
Reactxmtype decreesng decreasing
PROCEDURE
Readmgmode monochromabc monochromabc
Mam filler 340 340
Reference Mer
Sample 2 2
Vol RI 240 240
Vol R2 60 60
Readmg 1(cyde) X 40
Readmg 2 (cycle) 23 45
PredMon factor -1:450 -1-150
1 Reduced factor 10 10
CALBRATION AND BLANK
Blank type dKlled water dishied water
(*ahbrabon mode expenmenlal caterator expenmental cakbrator
Number of caltorators 1
("abbrabonew e
OPTIONS
Blank absoibance kmit 1100 1100
Kinebc blank bmt
Lffieanty lent 300/300/15000 300/ 300/15000
Substrate depiebon
05«)X

(7jhty Syitrm crrtififd Mxmdrng to
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L] a MHCTpYKUMA noJsib3oBaTesis
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REAGENTS & INSTRUMENTS

cC

HaGop peareHTOB /19 KOIMYECTBEHHOTO OMNpefeeHNa KOHLeHTpaLnum

MoueBuHbI/A30Ta MmoyeBUHbI (Urea/BUN-UV)

B CbIBOPOTKeE, NaasmMme KpoBu U mode B BapunaHTax NMCNONTHEHNA

Kog 21516 Kog 23516
8x60mn 8x15mn 4 X60 mn + 4 X15 M

XpaHuTb Npn 2 ®C- 8 ®C

Vicnonb30Bath TOMBKO AN paboThbl «in Vitro» B KIMHUYECKUX NabopaTopusx

HA3HAYEHWE
PeareHTbl  npefHasHayeHbl 1S ONpefe/ieHna  KOHLEeHTpauum
MOYEBUHBbI/A30Ta MOYEBMHbI B CbIBOPOTKE, Ms1a3mMe KPOBU WX MOYe
Ye/ioBeKa Ha  aHanmsatopax /1abopaTopHbIX — aBTOMATUYECKUX
oGroxvmmuecknx  BA400 u  BA200 ¢ npuHagNeXXHOCTaMu
npousBoacTBa «bnoCuctemc C.A.», VicnaHusa. PeareHTbl Takxe
MOYT ObITb WCMO/Mb30BaHbl Ha aHa/orMyHoM 060pyfoBaHmMm c
TMOXOKVIMA XapaKTepUCTUKaMM.
MonyueHHbe  pesynbTaTbl WUCMOML3YIOTCA AN [UArHOCTUKA U
JEEH/A XPOHUYECKOW MOYeYHOW HefocTaTOUYHOCTU, asTakxke Ans
OLEHKM (PYHKLUMKN MOYeUHbIX KITy604KOB.

KPATKAA CIMPABKA

MoueB/HA CMHTE3UpYeTcs B MeyeHW KakK MOGOYHBIA NpogyKT B
PeEKUM IeaMUHMPOBAHUST aMUHOKUCOT. Ee anuMyHaums B Mouy
MNPeZCTaBNseT CO60i rNaBHbIi MyTb BbiBELEHWS @30Ta.

MOBbILLEHHBE KOHLEHTPALMU  MOYEBUHbI B “-ANasMe SBASIOTCS
AefICTBVEM BbICOKOGENIKOBOW [AMeTbl, MOBBLILLEHHOrO GeKOBOro
UTaboMM3Ma,  HKeNyLOYHO-KULIEUHbIX — KPOBOTeUYeHWid, cna6oit
Jervmpatalpm, LIOKa, CepAevHOi HefoCTaTOUHOCTU WK fleyeHUs!
I/IIOKOKOPTVKOMAMU (Npe-peHasibHast ypemust) ™

MocT-peHarbHasi  ypemusi  Bbl  3BaHa.. COCTOSIHUAMM,  KOTOpble
3ATPYOHIOT ~ MOYeMcrycKaHve:  He(ypoauTUa3, OMyXoau  Wam
nuepTpodust NpocTaThbl. [0/1e3HOCTH.MOUYEBMHBI KaK MHAMKATOpa
YHKU MOYEK OFpaHnyeHa BapuatelsHOCTLIO ee NIa3MaTUUecKmx
FOHLIHTpALMIA B pe3y/ibTaTe He NMoYeYHbIX (aKTOpPOB.

MPUHLMN GPOLEAYPbI

Mg ynbTpaguoneT: ypeasa/rniotamaTaeruaporeHasa,
YKCUPOBaHHOE BPEMSi.

Mresta  obpasua, 6narofaps  COMPsDKEHHbIM  peakuumsiM,
LICAHHLIM  HWXKe, B3auMoferictByeT ¢ NADH, ontuyeckas
MOTHOCTL KOTOpOro MOXET 6bITb n3mMepeHa
LUK POPOTOMETPUHECKIN.-"*:

ypeasa
MoueBUHa+H 2 0 -----oemmmem- > 2NH4* + C02

NADH + H* + 2-0Kkcorntotapar------------- > [notamat + NAD*

COAEPXNMMOE HABOPA
Kog 21516 Kog 28516

APeareHt 8 X 60 Mn 4 X60 mMn
BPReareHr 8x 15 mn 4 X 15mn

PY XXXXX oT XXXXXX

BapunaHTbl ncnonHeHunsa Habopa
1 MoueBnHa/a3oT MmoueBmHbl (BA)(Urea/BUN-UV) (BA)
0 PeareHT A - 8 (hnakoHOB-0 60 Mn
o] PeareHT B - 8 hnakeHoB no 15 mn
2. MoueBunHa/a3oT MmoyeBuHbI (AU) (Urea/BUN-UV) (AU)
o} PeareHT A - 8 (hnakoHOB no 60 mMn
0 PeareHT B - 8 diakoHoB no 15 mn
3. MoueBunHa/a3oT moyeBuHbI(D) (Urea/BUN-UV) (D)
o} PeareHT A - 8 (hnakoHoB 1o 60 mn
o} PeareHT B -'8 dnakoHoB no 15 mn
4. MouesunHa/a3oT moueBuHbl (F) (Urea/BUN-UV) (F)
o] PeareHT A.-8 thnakoHoB no 60 mn
0 PeareHT.B - 8 hnakoHoB no 15 mn
5. MoueBunHa/a3oT MoyeBuHbl (BA) (Urea/BUN-UV) (BA)
0 PeareHT A - 4 thnakoHa no 60 mMn
o} PeareHT B - 4 dnakoHa no 15 mn
6.  MoueBuHa/azeT-moueBmHbl (AU) (Urea/BUN-UV) (AU)
0 PeareHT A - 4 (hnakoHa no 60 mMn
o} PeareHT B - 4 hnakoHa no 15 mn
7.  MouesuHalasoT moyesuHbl (D) (Urea/BUN-UV) (D)
o] PeareHT A - 4 hnakoHa no 60 mn
o} PeareHT B - 4 (hnakoHa no 15 mn
8. MoueBnHalasoT moyesuHsbl (F) (Urea/BUN-UV) (F)
Q PeareHT A - 4 hnakoHa no 60 mn
(o} PeareHT B - 4 (hnakoHa no 15 mn

COCTAB PEATEHTOB
A. Pearent: TPWNC-6ycep 100 mmone/n, 2-okcorntwoTapart 5.6
MMoOJIb/N, ypeasa > 140 Eg/mn, rnotamaTgervgporeHasa > 140
Ef/Mi; 8TUNEHT IMKONb
B/ PeareHT: NADH 1.5 mmonb/n, asug Hatpusa 9.5 r/n.

HEOBXOANMBIE JOMNONHUTENNBHBIE MATEPUADI,
HE BXOAAWWME B HABOP «.Kanubpatop gns
BMOXMMUYECKNX  UCC/IEA0BaHWA
(BioSystems kog 18011 vnm Kop 18044).

MPEAYMNPEXAEHWA N MEPBLLITPEAOCTOPOXHOCTU
Tonbko Ans NPotheccroHaNbHOr 0 MEA0SIb30BaHNS.

Mepes Hayanom  WUCCNefOBaHWUA'  npounTaiiTe  UHCTPYKLMIO
NOMIHOCTbIO WM BHUMAaTeNbHO, “=Vcnonb3yiite AeldCTBUTENbHYIO
BEPCUIO UHCTPYKLMU, NPUNOXEHHYIO K Habopy. YbeiuTech, YTO Bam
BCe MOHATHO.

CTporo 3anpelieHo: YyAanATb, MeHATb, Bbl6pacbliBaTb UK
nospexfaaTb 3TUKETKN C WTPUX-KOAOM Ha ynakoske Habopa u ero
KoMMoHeHTax. LUTpux-kodbl BakHas 4acTb Habopa W copepxxar
HeobX0AMMYI0 AN MOCTAHOBKM MHopmauumio. CobnoganTe obuyme
HOpMbI 6e30nacHoeTu fpy paboTe C peareHTaMu.

Bce peareHTbl Habopa;~KOTOpble COflepPXXaT CbIBOPOTKY WM Miasmy
YesioBeka, OblM NPOTECTMPOBAHbI M MOKa3aau oTpuuaTeNbHbINA
pesynbtaT Ha HIV I/, HBsAg u HCV. OpHako Bce MpOAyKTbl



NHCTpyKUUA nofb3oBaTtesis

HOBEYECKOl KpoBW, BK/OYasi 06pasilibl CbIBOPOTKU, [AOSKHBbI
nMTareCa NoTeHUMaIbHO onacHbIMI.

HnuneTMpyinTe pTOM 1 n3berainTe KOHTaKTa peareHTa ¢ KOXeld n
an3UCTbIMI.

HEA eeTb, NUTb, KypuTb WIN HaHOCUTb KOCMETUKY B MeECTE
[peE00TbIC peareHTamMm.

HanesaliTe 0iHOPa30Bble MepyaTKU NpY packanbiBaHUM 06pasL,oB n
[eareHTOoB.

Peora ¢ peareHTamn f[O0/XXHa MNpPoBOANTLCA B COOTBETCTBUU C
npoLieaypamyi, yTBepXXAeHHbIMU COOTBETETBYIOLLUM YrpaB/ieHueM
Brionoryeckoli 6e30MacHOCTU 1 perynupoBaHns. He nenonbayiite
[eeareHTble UCTEKLLUMM CPOKOM rogHOCTW. CpOK roAHOCTN yKa3aH Ha
"LLKOBKE Habopa.

OmuvarbHbe pe3ynbTatbl MOXHO MNONYYUTb TOJSIbKO npn
raonb3oBaHUN OTKaJ'II/I6POBaHHOF0 O60pyAOBaHMF| n
VHCTPYMEHTOB.

H cmelLMBaiiTe 1 He I/ICI'IOI'Ib3yI7ITe KOMMOHEHTbl M3 pas3/IMYyHbIX
=O0B

Bcnyuae KOHTaKTa peareHToB € rnasamm nam KOXei, np0M0|‘/'|Te 3TOT
(recrok Bogoli. O6paTuTechb K Bpady B C/lyyae MOBPEXAEHUS.
Xwwkarbl M TOTOBbIE UM UCMO/Ib30BaHHbIe peareHTbl AO0/IKHbI 6bITb
YTW30BaHbl B COOTBETCTBUM C pPernoHasibHbIMMW  HOpPMaMWw.
EUHOSL: Mpn KOHTAaKTe C KNUCNOTON BbifensieT TOKCUUHBLIA ras.
L 1+P312: nePn MNMPOTFNATBIBAHUNN: O6paTmTbea B
IOKCUKONMOFMYECKUNI LEHTP nnn K cneuvnanucTy/
TpanesTy nNpu nnoxom camoyyscTseuu. P330: TFlpononockaTb
poT.

HbopviaLws 0 peareHTax, UCNoJb3yemMbixX B 3TOM-Habope foeTyrnHa
rm3anpoce B lMNpegetaButensetso O6wecTBa «bVIOCVCTEMC
CA» VcnaHus.

XPAHEHVE N CTABNJIbHOCTb-REATEHTOB
Xparms npyn 2 °C - 8 °C.
PeareHTb1 B HEBCKPbLITON YNaKoBKe eTabubHBI 40 OKOHYaHWNA CpoKa
rOOHOCTY,  YKa3aHHOro Ha 3TUKETKE,» MNpu  XpaHeHun B
PEKOMEHOBaHHbBIX YC/TOBUSIX.
BeipurbE M He CMelLaHHble KOMMOHEHTbI U3feNnuns eTabubHbl [0
OKDHYH/A CPOKa FOAHOCTW, YKa3aHHOF0 Ha 3TUKETKe, B M/IOTHO
3aKPLIOM BUJE MPY COBMI0EHNN PEKOMEHAOBaHHbIX Yen0Buii
XA U NPefoTBpaLLEeHNN . 3arpssHeEHWs  BO  Bpems
100/1b30BaHNS1 10 OKOHYaHWA [CPOKA rOAHOCTW, YKa3aHHOro Ha
TMene
CrabwibHOCTb BO BPEMS MEMNOAb30BaHWA: peareHT, OTKPbITbIA ©
YCTaHOB/MEHHBIN B OXNaXKAaeMbl OTAeN aHanu3aTopa, coxpaHsieT
CTabWbHOCTL 30 fHEA.
MBHaKN sarpasHenns:
MpreyTCTBrE B3BELLEHHbIX \HaeTuL, MYTHOCTb, abcopbumsa bGnaHKa
«@bie 1,100 npu 340 HM.

NOAFOTOBKA PEATEHTOB
RealeHIbI O TOBbI K UCA0/1b30BaHMIO.

OBPA3LbI
OmBopoTka, M/1asMa WM MoYa, MOoJlydYeHHble € MOMOLLbIO
CTaHIAPTHEX MPOLEAYP.
Mm3mepeHUi;MOYEBMHBI B MOYe pasBeanTe obpasel, B 50, pas.
CrabWbHOETb. MOYEBVIHLI B CbIBOPOTKE WM Na3Me eoeTaBnsieT 7
»iA Npu=2-8°C. PeKOMeHJyeTCcs UCMOo/b30BaTh'. B KayecTBe
LUTVIKOAry/IsaHTa renapuH*.

BloSystems

CTabUNbHOCTL MOYEBMHBI B MOYe 0eTaBseT 2 AHsA NPY KOMHATHOW
Temneparype, npu  ycnoBum npeaeTBEpalLeHns pocTa
MWKPOOPraHW3MOB™.

B KauecTBe aHTMKOArynsHTa Uenonb3oBaTh TOALKO renapuH.

MNMPOUEAYPA AHAAMNIA
CucTtema aBTOMaTUYeCKN pa3BoAUT 06paseL, 1 peareHT 1
paecunTbIBaeT 3Ha4YeHWe KOHLIEHTpaLUu, MCnonb3ys 3afaHHble
nosb3oBaTeneM napameTpbl.
Onsa aHann3aTopos nabopaTopHbIX aBTOMaTUYECKMX
6noxmmmuyeckux BA400 wu BA200 ¢
npuHagneXxxHocTaMn npomssoacTsa «bnoCucremc C.A.», VicnaHus
BOCMO/Ib3YATECH CreAyOLWMMU MpOrpaMmmamn ¢ napameTpamm
TecToB:

OBLME BA200 BA400
HavmeHoBaHve UREA-BUN-IIV UREA-BUN-UV
Kpatkoe UREA UREA
HavMeHoBaHWe
Twvn obpasua CbIBOPOTKa/nnama/moya CbIBOPOTKa/Nna3ma/mMoua
Pexxum aHanusa duKempoBaHHOe BpemMs  PUKCMPOBaHHOE Bpems 6u-

6u-peareHT peareHT
EavHnupl mr/an mr/gn
JecatnyHble 3Haku 0 0
Tun peakuum ybbiBatoLLasn y6biBatoLLas

MPOLIEAYPA
Pexxm cunThiBaHNs MOHOXpOMaTUKa MOHOXpOMaThKa
OCHOBHO ubTP 340 340
PechepeHcHBI GunbTp - -

O6paseL, 2 2
O6bem._1-ro peareHTa 240 240
RI

O6beM 2-ro peareHTa 60 60
R2

CunTbiBaHve | (LK) 20 40
CunTbiBaHe 2 (LK) 23 45
dakTop -/-/50 -/-/50
YMeHbLUaoLLIA Ko3dh. 10 10

KATMBPOBKA U

BNTAHK
Tun 6naHka [OVCTUNNMPOBaHHas [AVCTUANMPOBaHHas BOAA

BO/la
PexxiM Kannbposku JKCMepUMEHTaIbHas JKCMeprMeHTaIbHas
Ka/bpoBKa KanmbpoBKa
Konnyectso 1 1
KanmbpaTopos
KannbposouHas - -
KpuBast

onuyn
npegen abcopbLmmn 1,100 1,100
6naHKa
Mpepen 6naHka - R
KUHETUKN
Mpegen nuHeiiHoCTH 300/300/1500 300/300/1500
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NHCTpYKUUSA Nofb3oBaTesis

VicToLueHve

cy6erpara
1Cnonb3yiiTe peareHT A.
1Cronb3yiiTe peareHT B.

[aHHbE peareHTbl MOTyT 6biTb MCMOMb30BaHbl ANA psga ApYyrux

IOTOMETPOB W aBTOMATUYECKUX aHann3aTtopoB. KOHKpeTHbIe

LCTPYKUMX N0 NPUMEHEHNIO BO MHOIMX TUMax aHaIn3aTopoB
3PefocTaBATCA Mo Tpe6OBaHVIIO.

MM M3MepeHUM MOYEBUHbI B MOYe pe3ynbTaT Heobxogumo
(MHOHATb Ha KO3(hULNEHT pa3BefeHus.

ocKorbKY @30T MOYEBMHBLI OTPaykaeT TO/IbKO COflepXKaHue asoTa B

«O4eBHe  (MONeKynsipHas Macca 28), a M3MepeHue MOYEeBUHbI
ApKAET BCIO MOJIEKYNY (MONeKynsipHas macca 60), TO MoYeBUHa
(wmivepHo B 2 pasa 60nbLue, YeM a30T MoYeBUHbI (60/28 = 2,14).
A1 NepeBecTN a30T MOYEBUHbI (Mr/4n) B MOYEBUHY (MMOMb/N),
«@4eH/e a30Ta MOYEBMHbI HEOOXOAMMO YMHOXWUTb Ha 10, Y106
TPEBECTU AeLUNNTPbI B INTPbI, U NOAENNTL Ha 28. Takum o6pasom,
B3(hpuLieHT npeobpasoBaHmsa paseH 0,357.
[MpacyeTa 0CHOBHOr0 a30Ta MOYeBMHbI BOCMO/b3yTeCH
Jopmynoi:

MouyesnHa (Mmons/n) /0,357 = BUN (mr/gn).

HOPMAJIbHBIE BHAYEHWA

12.8 - 42.8 mr/gn MoYeBUHbI =620 Mr/on
a3oTa = 2.14 - 7.14 MMO/Ib/1 MOYEBMHBI.
KOHLeHTpaLu B HeOHaTallbHOM Nepuoge
HWXKeE, ay B3pOC/bIX CTapiue 60 1eT BbilLe,
YeM Yy B3pOC/IbIX. TakyKe KOHLIeHTpaLum
06bIYHO YYTb BbILLIE Y-MY>KUMH, YeM Y

HOPMAVIBHBEE 3HAYEHIWA,
MBOPOTKa U M/asma*:

SKEHLLWH.
HOPMA/TbHBE 3HAYEHIS, 26 - 43 r/24 yacamoyeBuHbl = 12-20 /24
wa yaca a3oTa = 428'=714 mmonb/24 vaca

MOYeBUHbI

Li+be  BEMUMHBI - OPUEHTMPOBOYHBI) ' Kaxaas nadopatopust
LWHAa yCTaHaBMBaTb CBOW AMana3oHbl HOPMa/IbHbIX 3HAUEHWIA.

KAJTMBPOBKA
bMepeH/e X0/10CTOro peareHTa f0/HKHO NPOV3BOAUTLCA KaXabli
Kh a KaMbpoBKa - Mo KpaviHei ‘mepe pa3 B 30 gHei. KanmbpoBKy
(06x04MMO NPOBOAMTL MPU HaYas1e) MICNOMb30BAHUA KaXK40i HOBOW
BIW peareHTa.
loe npoBefeHMSA TEXHUYECKOTO O06CMAYXMBaHWUS, CePBUCHbLIX

dlapmyp WM pemMoHTa aHanu3aTopa Takxke TpeGyeTcs NpoBecTy
BVOPHYIO KaNMGPOBKY.

KOHTPO/b KAYECTBA

MNPOBESEHNST KOHTPOAS KayecTBa TecTa 1 NpoLeaypbl
CvefioBaHUA peKkoMeHayeTca MCMosb30BaThb
UMPO/bHBbE ChIBOPOTKIAF (B KOMMEKT He BXOAAT): KOHTPONbHYHO
BOPOTKY YpoBeHb "1(Kkoz 18005, 18009, 18042) n ¥YposeHb 11
B[18007, 18010, 118043), aTakxe BUoXnMMnyecknii KOHTPOsB
mYpoBeHb 1(Koz)18054) n YposeHb Il (kog 18066)

A nadoparopus’ Jo/KHa BbIpaboTaTb COOCTBEHHYIO “CXeMy
WTPEHHEr0  KOHTPONS KadvecTBa WM Mpouefypbl AN KoppeKuun
CTBAA B CRy4Yae, eCM KOHTPOMb KayecTBa He yK/IafblBaeTcs B

(VEWrEVBE [1anasoHbl.

METPOJIOIMYECKNE XAPAKTEPUCTUKIN AHAJTN3A

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain) www.biosystems.es

BloSystems

MeTponorunyeckue xapakTepucTUKK, ONUCaHHbIE HUXeE, MOJTyYeHbl B
COOTBETCTBUM C  METOAMYECKUM  PYKOBOACTBOM  UHCTUTYTa
K/IHWMYECKUX 1 nabopaTopHbIx cTaHaapTos (CLS1).
Mpegen obHapyxeHus: 3,69 mr/gn moueBuvHbl = 1,72 mr/gn
a3oTa MoYeBUHbI = 0,614 MMO/Ib/N1 MOYEBVIHBI
Mpepen nuneliHocTn: 300 Mr/an moyeBUHbI = 140 mr/gn asoTa
MOYeBUHbI = 50 MMO/Ib/NT MOYEBUHBI

Mpeymn3noHHOCTb (CbIBOPOTKA):
Cp. KOHUeHTpauws CxoAnmocTb, CV Bocnpou3ssogumocTts, CV
26,8 mr/gn = 4,47 mmonb/n 3.5% 5.0%

137 mr/gn = 22,9 mmonb/n 11% 1.7%

Mpeymn3noHHOCTb (MoYa):
Cp. KOHUeHTpauws CxopnmocTb, CV Bocnpowu3ssogumoctb, CV
1291 mr/gn = 215 mmonb/n 31% 43 %

1771 mr/gn = 295 mmonb/n 29 % 31 %

[ocTtoBepHoCTb:  Pe3ynbTaTbl, MNOMYyYeHHble € [JaHHbIMU
peareHTaMu, He/ MOKa3blBa/M 3HAYMTENbHbLIX OTANYMIA MNpy
CpaBHeHUU C . pe3y/nbTaTaMu, MONYyYeHHbIMU C  APYTrUMU
peareHTamu. =fleTann  CpPaBHUTENbHbIX  3KCMEPUMEHTOB
[OCTYMHbI MOTPe6OBaHMIO.

MHTepdepeHumna:” o6unnpybuH (4o 30 wmr/gn), remonus
(remornobud-ao 500 mr/gn) v nunemus (TpUravuepuabl 4o
1625 mr/gn) He BAMAKT Ha pesynbTar. poyne BelecTBa U
NIeKapCTBaMOTYT UCKaXaTb pe3ynbTaTbl”.

OFPAHVNYEHNA NCIMOJIb3OBAHUA
HazexHble 1M BOCMPOU3BOAMMbIE pe3ynbTaTbl GYAYT MOMyYeHbl,
ecnu  npoueaypa OCYLUECTB/SieTCA € MNOMHbIM “ MOHWMaHUEM
NPUNOXEHHON WHCTPYKUMM U C  COGMIOfeHUEM Hajnexallei
nabopaToOpHO NpakTukW. J1io60e HenpaBUIbHOE OGpalleHue C

o6pasuaMu UM MOAUGUKaLMS JaHHOrO TecTa MOTYT MOBAMSTbL Ha
peayAbTaThl.

TPAHCIMOPTUPOBKA N XPAHEHWNE
TpaHcnopTMpoOBKa:
M3genvie TpaHCnopTUPYOT BCeMU BUAAMW ) TpaHCropTa B KPbITbIX
TPaHCNOPTHLIX CPeAcTBax B COOTBETCTBMM MpaBu/iaMu MepeBo3Ku
rpy3oB, fefCTBYIOLLNMN Ha KaXX4OM BUge TpaHCcnopTa.
Temnepatypa: 2 °C - 10 °C.
3amopaxuBaHue He [lonycKaeTcs.
OTHOCUTeNbHasA BNaxHocTb: 10 %185 %
M3genue [JOMXKHO  XpaHMTbLCH:. Ha CKNafax nocTtaslinka u
noTpebuTens B COOTBETCTBUW, €~ yKa3aHMAMM PYKOBOACTBA MO
3KcnayaTauum U3roToBUTENS.
Mpn  HapyweHun  TeMMepaTypHOro pexuma XpaHeHus u
TPaHCNoOPTUPOBaHNSA, a TaKXKe UCTEeYEHNN CPOKa XpaHeHUs u3genue
He MOANEXUT NPUMEHEHUIO,
XpaHeHune: xpaHnTb npu2 “C - 8 °C
CpoK rofHocTU: yKasaH Ha ynakoBke Habopa

YTUNU3ALUUNA NeYHNUTOXEHWNE MEAVNUVMHCKOTIO
M3NENNA
Mpu ncnonb30BaHUN B MESULIMHCKUX YUPEXAEHUAX YTUIN3NPOBATb
no knaccy A wm B (CaHlNuH 2.1.3684-21 'CaHuTapHo-
3aNNAEMNONOrNYecKNe TpPeboBaHWUA K COfepXKaHuio TeppuTopuii
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NHCTpyKUUS nosb3oBartesis

FOPOACKVIX U CeIbCKMX MOCeNeHNIA, K BOAHbIM 06beKTaM, NMTbeBOM
afie U NUTbeBOMY BOJOCHAGXEHUIO, aTMOC(HepHOMY BO3AyXY,
HoM4BaM, XXW/bIM MOMELLEHUAM, 3KCryaTtauuy npousBoCTBEHHbIX,
MLECTBEHHbIX — MOMELLEHWIA,  OpraHuM3auum U1 MNPOBEAEHUIO
CaH1TapHo- NPOTUBO3NNLEMUYECKUX (NpothmnakTNyecKmnx)
NeponpusITUiA™). Heo6xogumo cnefoBatb HaLMOHa/IbHbIM
CTaHfgpTam npu  nepejave W yTUAM3ALUU  U3L[ENNSA,  €ero
IOMIMOHEHTOB W YNaKOBKW.
XVMMKATbI U TOTOBbIE Y UCMO/Ib30BaHHbIE peareHTbl JO/KHbI 6bITb
YTWIN30BaHbl B COOTBETCTBUW C PErMOHaIbHBIMU HOPMaMu
OTBETCTBEHHOCTb N1 TAPAHTUU
Jko60e n3MeHeHne Habopa u/vnn 06MeH UK 3aMeHa Kakux-finbo
IOMMOHEHTOB PasHbIX MNapTUiA U3 OfHOr0 Habopa Ha APYroi MOXET
HeraTVBHO ~ CKasaTbCA  Ha  OXWAeMbIX  pesynbTaTax, | | u
060CHOBaHHOCTU aHanm3a B LenoM. B crnyyae Takux nameHeHwid
wwwu 3ameH  nwb6oe  Tpe6boBaHMe 0  3aMeHe  Habopa
HeaeliCTBNTENBHO.
MpeTeH3nn, nNofaHHble B CBA3M C HEBEPHON WHTeprpeTauueli
pesynbTaToB  aHanm3a K/AWeHTOM, TakXke HefeliCTBUTENbHbI.
HecMoTpa  Ha 3TO, B CnAyyae  KakKux-nmbo — RApeTeH3uid,
OTBETCTBEHHOCTb ~ MPOM3BOAUTENS  He  [lO/bKHA - MpeBbilaTh
cTouMocTb  Habopa.  Bpea,  MpuWUMHeHHbI HaGopy  npu
TPaHCMOPTUPOBKE, He MOAMEXUT OTBETCTBEHHOCTU TIPOVN3BOAUTENS.
[apaHTMM Npomn3BoanTens «BioSystems S.A.» pacrpocTpaHsalTCs
HATO, YTO HacTOAWMIA NPOAYKT COOTBETCTBYET CReLMbuKaumam,
3351B/IEHHbIM Ha 3TUKETKe, HO TO/IbKO MpW YCN0BUW' UCMO/Ib30BaHUSA
npogyKTa Kea/IM(hULMPOBaHHBLIM MePCOHaNOM “B/ COOTBETCTBUMN C
YKa3aHUAMY,  U3NIOKEHHBIMW ~ Ha  3TUKETKE, W  MPUMEHEHUSA
MaTepuasios [0 WUCTEYEHUS CpoKa rOfHOCTM, YKa3aHHOro Ha
ITUIKETKE.
YNONHOMOYEHHbIA npefcTaBuTens mpoussoautens: 00O
«MJA-KoHcanTuHr n Pa3suTtme», MocKBa, SApocnasckoe Lwwocce, [.
6 kopr. 2 op. 106

TEKYLAA PEMOHT
HeTpebyeTca

TEXHNYECKOE OBCNY>XUMNBAHUE
HeTpebyeTcs

I'IOTEHLI,I/IAI'IbeII7I MOTRPEBUTE/b
MpocheccmoHanbHbI NoMb30BaTeNb

MHPOPMALIMA O HAAUYNN B MEAVLUMHCKOM
M3OENNN NEKAPCTBEHHOIO CPEACTBA
HecogepxuTt

MOKA3AHNA K MPUMEHEHWIO
He npymeHnmo

MPOTUBOMOKA3AHVA K MPUMEHEHWIO
He npumeHnmo

CTEPUNBHOCTb
MocTaBnsieTcsi B HecTepUbHOM Bufe. CTepUnbHOCTL He TpebyeTcs

NH®OPMALIMA O BO3SMOXHOCTW MOBTOPHOTI O
NMPUMEHEHWNA
He NoANEXWUT NOBTOPHOMY MPUMEHEHWIO

BloSystems

MEPEYEHb CTAHOAPTOB, KOTOPOMY
COOTBETCTBYET MEANUMNHCKOE W3AETNE

1SO 9001, ISO 13485, TOCT P 51088-2013, TOCT P NCO 15223-
1-2014, TOCT P NCO 23640-2015, TOCT. P NCO 18113-1-2015,
FOCT P NCO 18113-2-2015.

MPON3BOAUTE/Ib U AOPEC NMPON3BOACTBA

-BioSystems S.A.,08030, Costa Brava, 30, Barcelona, Spain

(BuoCuctemc C.A., 08030 yn. Kocta Bpasa, 30, BapcenoHa,
McnaHuns)

MNCMOJIb3YEMbIE CUMBOJ1bl, MAPKNPOBKA

CumBon OnpegeneHve
1 BioSystems | Jlorotun usrotosutens
O6paTuTecb K WHCTPYKUMM O
-Ji NPYMEeHeHMI0
REF Homep no KaTanory
IVD MeauLMHCKoe usnenue ans

[AMarHocTuKu in vitro
LOT Kog naptum

3HaK eBpOﬂeﬁCKOFO COOTBETCTBUA

TemnepaTypHbIii AnanasoH

X
Mcnonb3osaTth 0.
S
. MpounssoauTens
1J
MpeaynpexaeHne
BUBNTNOFRA®UNA

1. Tietz Textbook of Clinical Chemistry and Molecular Diagnostics,
4th ed. Burtis CA, Ashwood “ER, Bruns DE. WB Saunders Co,
2005.

2. Friedman and Young. Effects of disease on clinical laboratory
tests, 4th ed. AACC Press, 2001.

3. Talke H and Schubert GE./Enzymatische hamstoffbestimmung in
blut und serm im optischen test nach Warburb. Klinische
Wochenschrift 1965; 43:°174-175.

4. Gutmann |, Bergmeyer HU. Methods of enzymatic Analysis, ed
Bergmeyer HU, Academic Press, NY, 1974; 4:1794-1798.

5. Word Health Organization (WHO). Use of anticoagulants in
diagnostic laboratory investigations. Document
WHO/DIL/LAB{99:1, Rev.2; 2002.

6.Young DS. Effects,of drugs on clinical laboratory tests, 5th ed.
AACC Press, 2000.
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Additions for Russian, Federation only

Content modifications CONTRAINDICATIONS TO USE
UreayBUN-UV (BA) 8x60+8x15 ml Not applicable
Urea/BUN-UV (AU) 8x60+8x15 ml STERILITY
Urea/BUN-UV (D) 8x60+8x15 ml It is delivered in non-sterile form. Sterility is not required
Urea/BUN-UV (F) 8x60+8x15 ml INFORMATION ABOUT THE POSSIBILITY OF
Urea/BUN-UV (BA) 4x60+4x15 ml REUSE
Urea/BUN-UV (AU) 4x60+4x15 ml Not re-usable

SYMBOLS and LABELS

Synnbol Name

Urea/BUN-UV (D) 4x60+4x15 ml
Urea/BUN-UV) (F) 4x60+4x15 ml

DISPOSAL AND DESTRUCTION OF MEDICAL 02 See manual
DEVICES

National standards must be followed when transferring and
disposing of the produet, its eomponents and paekaging.
Chemicals and finished and used reagents must be disposed
of in aeeordanee with regional regulations.

Catalogue number

Medigal.device in vitro

LIABILITY AND GUARANTEES

Any change to the set and/or exchange or replacement of any
components of different batches from one set,te-another may
negatively affect the expected results and the validity of the
analysis as a whole. In the event of such.changes and/or

551

Lot

substitutions, any requirement to replace the set is invalid. C:€ European Community symbol
Claims submitted due to incorrect interpretation of the

analysis results by the client are also invalid. -

However, in case of any claims, the manufacturer's liability I Temperature

should not exceed the cost of the kit., Damage caused to the

kit during transportation is not the“responsibility of the

manufacturer. The manufacturer'swarranties of BioSystems Expire before
S. A. apply to the fact that ‘this product meets the 2

specifications stated on the label, but only if the product is -

used by qualified personnel in accordance with the I J Manufacturer
instructions set out on the label and the materials are used

before the expiration date indicated on the label.

MAINTENANCE NATIONAL STANDARDS

No requirement COCT P 51088-2013, TOCT P NCO 15223-1-2014, rOCT
MAINTENANCE SERVICE PNCO 18113-1-2015, FOCT P LCO 18113-2-2015.

Not required FOCT P NCO 23640-2015

POTENTIAL CONSUMER AUTORISED REPRESENTATIVE of the

Professional user: a laboratory specialist who has the MANUFACTURER

appropriate work permit "MD-Consulting and Development™LLC. 129337. Russian
INFORMATION:ABOUT THE PRESENCE OF A Federation, Moscow, Yaroslavskoye Shosse. 6/2. office
MEDICINAL PROBUCT IN A MEDICAL DEVICE 106

Does not contain MANUFACTURER AND ADDRESS OF
INDICATIONS-FOR USE PRODUCTION

Not applicable BioSystems S.A.,08030, Costa-Brava, 30. Barcelona. Spain






MepeBOA C MCNAHC KOro Ai3blKa Ha PyCCKNMii s3bIK

CMHUWMANTbBHAA BYMATA ONA HO FAPUAJIbI1bIX JOKYMEHTOB

/ITrp60BbIii 3HaK/ Mapka rep6osoro c6opa: 0,15 espo FE3575198

12/2019
"epboBas neyarb:

AHTOHWMO POCCEJ/IbLO MECTEE
HOTAPMUYC BAPCE/NOHA

TekcT Ha nonsax: 3aperucTpuposaHa B ToproBoM peecTpe bapcenoHsl, Tom 4538, nucT
127, cTpaHnuya 48411, kHura 3864, pasfen 2, WHAMBWMAYCTbHbIA Hanorosbii- Homep (N1F)

A08678823

Kpyrnas nevars: Kpyrnaa ne4ars:
«BuoCucTe.He» (BioSyslems) «BroC'ncTe.xk» (BioSystems)
KocTa-bpasa, 30 KocTa-bpasa, 30
08030 bapcenoHa 08030 bapcenoHa
«BNOCUCTEMC, C.A» OTnen no Bonpocam-perynnposaHns
(BIOSYSTEMS, S.A)) «BNOCUCTEMC, C.A»
Kocrta-bpasa, 30 (BIOSYSTEMS;;S.A)
08030 BJ/IPCENO11/1 llopez(a),biosystems.es
Ten. +34 933 11 00 00 BapcenoHa, 20-nona 2020 roga

Norotun; www.ttv.com «THO® PeitHnang, Mpynns (TUV
Rheinland) NaeHTndrkaumoHHbIin Homep: 0091006696
*('eprucmumpoBaHHas cucTema ynpasneHus

*ENISO 9001

*EN/ISO 13485

«1>11o(Y|cTcme-C.J1.» (BioSystems S.A.), KocTta-bpasa, 30, 08030 bapcenoHa (McnaHus) | Ten. + 34-93 311 00 00 |
biosystenis(</;biosystenns,es |'vvww.biosystenis.es



HOTAPUANbBHOE CBWAETE/NIbLCTBO. - AHTOHMO POCCENbO MECTRE,
HOTApUyC W uneH BbICOKOUTVMMOI Komnerum HoTapuycoB KaTanoHWu, MpOXXMBAOLLWEA B
BapcenoHe,

YAOCTOBEPSID: UTO HacTosillee HOTapuasbHOE CBUAETENLCTBO SBMSETCS TOUHOI
(hOTOKOMMEN OpUrMHaNa AOKYMeHTa, KOTOPbIiA Obin MHE MpeabsieneH. W ans yaocToBepeHus
BbILLIEV3/IOXEHHOTO Bbl]ak0 HACTOSLLMIA JOKYMEHT.

BapcenioHa, BTOPOro CEHTS6PSA ABe TbiCAuM ABAALATOrO roaa.

3aperncTpupoBaHo B peecTpe nog Homepom 873/2020, pa3aen BTOPOIA.
/noanuck/

1leyatb ana neranmsaumn JOKYMEHTOB:
015 eBpo
Konnernu HoTapuycos
OOBEPWE.ITPEBBILLUE BCEIO
A0123250/Hepa3bopumnso/

Kpyrnaa nevatb.
HOTAPWAJIbIKOE 3ABEPEVNVE
IEMEPATbUBIA COBET
CMNINC'KOIO HOTAPUATA
COBET EBPOTbI
AJOBEPWE MNPEBbLILWIE BCEIQ
0254812296

"epboBas nevarsb:
ANTOHMO POCCEJIbO MECTPE
HOTAPNYC - BAPCEJ/IOHA



lMepeBof faHHOro TEKCTa BbINO/HEH NepesogymMkom KoTnaposbiMm AHTOHOM Mropesnyem.

Poccuiickaa deaepauus
"opog Mocksa
TpuauaToro ceHTAGPA ABE ThiCAYM ABaALATOr0 roja.
A, Kopcuk Bnagumup KOHCTaHTUHOBMY, HOTapuyc roposa MOCKBbI, CBUAETENLCTBYH- NOAAMHHOEN
nognucu nepesojunka, Kornaposa AHTOHa ropesuya.
Moanwucek che.yaHa B MOE.M NPUCY TCTBUN.
JIN4HOCTb MOANUCABLLETO AOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: Ne 77/2138-H/77-2020-,X-"'f/-f.A

B3bICKaHO rocyaapcTBeHHOW NOW THLI (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKLAHWEe yCNyT NPaBoBOro M TexHuyeekoro xapakTepa: 300 py6. 00 kor.
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