UREA

Cat. No. Pack Name Packaging (Content)
XSYS0020 UREA 275 R1:5x44 ml, R2: 5x 11 ml
XSYS0075 UREA 564 XL-1000 | R1:6 x 72 ml, R2: 6 x 22 ml

ED g3
INTENDED USE

Diagnostic reagent for quantitative in vitro determination of Urea in human serum,
plasma and urine.

CLINICAL SIGNIFICANCE

Urea is the major end product of protein nitrogen metabolism in humans. It con-
stitutes the largest fraction of the nonprotein nitrogen component of the blood.
Urea is produced in the liver and excreted through the kidneys in the urine. Con-
sequently, the circulating levels of urea depend upon protein intake, protein cata-
bolism and kidney function. Elevated urea levels can occur with dietary changes,
diseases which impair kidney function, liver diseases, congestive heart failure,
diabetes and infections.

PRINCIPLE

The enzyme methodology employed in this reagent is based on the reaction
first described by Talke and Schubert. To shorten and simplify the assay, the
calculations are based on the discovery of Tiffany et al. that urea concentration
is proportional to absorbance change over a fixed time interval.

Urease
Urea + H,O — » 2NH, + CO,

GLDH
NH, + a-KG + NADH ——— L-Glutamate + NAD*

Urea is hydrolysed in the presence of water and Urease to produce ammonia
and carbon dioxide.

In the presence of Glutamate Dehydrogenase (GLDH) and reduced Nicotina-
mide Adenine Dinucleotide (NADH), ammonia combines with a-ketoglutarate
(a-KG) to produce L-Glutamate.

The reaction is monitored by measuring the rate of decrease in absorbance at
340 nm as NADH is converted to NAD*. The rate of oxidation of NADH is pro-
portional to the urea concentration in the sample.

REAGENT COMPOSITION

R1

Tris Buffer 100 mmol/l
a-Ketoglutarate 5.49 mmol/l
Urease (Jack Bean) =10 KU/l

GLDH (Microorganism) = 3.8 KU/I

R2

NADH 1.66 mmol/l

Also contains non-reactive fillers and stabilisers.

REAGENT PREPARATION
Reagents R1 and R2 are liquid, ready to use.

STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit
label when stored at 2—-8 °C.

On board stability: min. 30 days if refrigerated (2—10 °C) and not contaminated.
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SPECIMEN COLLECTION AND HANDLING

Use unheamolytic serum, plasma or urine.

Do not use samples preserved with fluoride and heparin ammonium salt as
anti-coagulant.

It is recommended to follow NCCLS procedures (or similar standardized conditions).
Urine: Dilute urine 1 + 99 with distilled water and multiply results by 100.

Stability

in serum/plasma: 7 days at20-25°C
7days at4-8°C
1year at-20°C

in urine: 2days at20-25°C
2days at4-8°C
1 month at-20 °C

Discard contaminated specimens.

CALIBRATION

Calibration with calibrator XL MULTICAL 4x3 (Cat. No. XSYS0034) or XL MULTI-
CAL 10x3 (Cat. No. XSYS0122) is recommended.

Calibration frequency: it is recommended to do a calibration

« after reagent lot change

* as required by internal quality control procedures

Traceability:

This calibrator has been standardized using the SRM 909c reference material.

QUALITY CONTROL

For quality control ERBA NORM 4x5 (Cat. No. BLT00080) or ERBA NORM 10x5
(Cat. No. XSYS0123) and ERBA PATH 4x5 (Cat. No. BLT00081) or ERBA PATH
10x5 (Cat. No. XSYS0124) are recommended.

CALCULATION
Results are calculated automatically by the instrument.

UNIT CONVERSION

mg/dl x 0.1665 = mmol/l

Urea (mg/dl) x 0.467 = BUN (mg/dl)
BUN (mg/dl) x 2.14 = Urea (mg/dl)

EXPECTED VALUES "2
In Serum / Plasma '

Adults (mg/dl) (mmol/l)
Global 17-43 2.8-7.2
Women < 50 years 15-40 2.6-6.7
Women > 50 years 21-43 3.5-7.2
Men < 50 years 19-44 3.2-7.3
Men > 50 years 18-55 3.0-9.2
Children

1-3 years 11-36 1.8-6.0
4-13 years 15-36 2.5-6.0
14-19 years 18-45 29-75

Urea / Creatinine ratio '

20-35 [(mg/dl)/(mg/dl)]

Urea in Urine 2

26-43 g/24 h (0.43-0.72 mol/24 h)

It is recommended that each laboratory verify this range or derives reference
interval for the population it serves.
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PERFORMANCE DATA
Data contained within this section is representative of performance on ERBA XL
systems. Data obtained in your laboratory may differ from these values.

Limit of quantification: 1.5 mg/dl

Linearity: 300 mg/dI of Urea or
140 mg/dl of BUN

Measuring range: 1.5-300 mg/d|
Intra-assay precision Mean SD Ccv
Within run (n=20) (mg/dl) (mg/dl) (%)
Sample 1 28.08 0.287 1.02
Sample 2 27.49 0.240 0.94
Inter-assay precision Mean SD Ccv
Run to run (n=20) (mg/dl) (mg/dl) (%)
Sample 1 45.09 0.719 1.61
Sample 2 203.59 2.395 1.58

COMPARISON

A comparison between XL-Systems Urea (y) and a commercially available test (x)
using 40 samples gave following results:

y =1.034 x - 0.295 mg/d|
r = 0.994

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 7.5 g/l, bilirubin up to 30 mg/dl, triglycerides up to 2000 mg/dl.

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

Hazards identification in accordance with Regulation (EC) No 1272/2008
Reagents of the kit are not classified as dangerous.

WASTE MANAGEMENT
Please refer to local legal requirements.

ErbalLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erba.com, www.erbamannheim.com
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MOYEBUHA 3PBA CuctemHbin PeareHT

Kat. Ne ®dacoBka

XS8YS0020 R1:5x44 mn, R2: 5x 11 mn

XSYS0075 R1:6 x 72 mn, R2: 6 x 22 mn
C€
MpumeHeHne

PeareHT npefHa3HayYeH TonbKo Ans in Vvitro AMarHoCTUKN MOYEBUHbBI B CbIBOPOTKE,
nnasme n Mo4ve 4erioseka.

KnuHuyeckoe 3HauyeHune

MoueBuHa — 3TO asoTOCOoAEpKaLLMA KOHEYHbI NpodykT meTabonuama Genka.
MoueBuHa cocTaBnsieT HanbonbLuyko YacTb a3oTa 6e36enkoBol nnasmbl KPOBU.
MoueBuHa obpasyeTcss B NneveHu U yaansietcs Yepes Modky B MoYy. YPOBEHb
MOYEBUHbI 3aBUCUT OT noTpebneHus Genka, metabonuama Genka M NoYe4Homn
DYHKLUUN BbIBEOEHUS.

[MoBbILEHME KOHLEHTPALIM MOYEBMHbI CbIBOPOTKM HabnogaloTcs Npy HapyLleHnm
YHKUMN NoYeK, GONnesHsix MeyeHu, 3acTOMHOM CepaeyHON HegoCTaTOYHOCTH,
avabete, MHMEKUMSAX 1 3aboneBaHusIX, KOTOpble 0CNabnsAlT PyHKLMIO NoYek.

MpuHUMN peakuumn

depmMeHTHasi MeTodoNorns, Ucrnonb3yemMas B 9TOM peareHTe, OCHOBaHa Ha
peakuuun, BrepBble onucaHHon Tanbke n LlyBeptom. YT06bI COKpPaTUTL U
YNpPOCTUTb aHanu3, pacyeTbl OCHOBaHbl Ha OTKPbITUM TuddaHu n ap. o Tom,
YTO KOHLIEHTpaLMsi MOYEBUHbI NpornopuuoHanbHa uameHeHuto abecopbuum 3a
(OUKCMPOBaHHbI NPOMEXYTOK BPEMEHMU.

Ypeasa
MouesuHa + H,O ————— 2NH, + CO,

mar
NH, + a- Ketornytapat + HAJH ————— L-rnyTtamar + HALl"

MoyeBuHa rmaponusyeTcs B MPUCYTCTBAM BOAbI M ypeasbl, ¢ obpasoBaHuem
aMMmuaka u agvokcuga yrnepoga.

Mon pewictBuem rnytamatgerugporeHasel  (MTIAI) - BoccTaHOBMEHHbLIN
HUKOTMHaMuA, ageHvH auHykneotug (HAQH), ammuak, a- Ketornytapat (a-KI)
npeobpasytoTtcs B L-rnytamar n okmcneHHbin HAL®.

Peakunto KOHTPONMPYIOT NyTEM U3MEPEHUS U3MEHEHUSI OMTUYECKON MIIOTHOCTM
npu AnvHe BomHbl 340 HM (BoccTaHoBneHHbln HAH npeobpasyetca B
okmcneHHbin HAY).

CocTaB peareHToB

XpaHeHue U cTabunbHOCTL

He oTkpbITble donakoHbl ¢ peareHTamu (R1 1 R2) ctabunbHbl 40 AaTbl ykazaHHON
Ha dnakoHe, ecnu xpaHsaTtcs npy 2—-8 °C.

XpaHeHue Ha 6opTy: MyH. 30 AHen (Npu TemnepaType 2—10 °C, B XonoaunbHUKke
npu6opa) v nNpu ycrnosuu oTCYTCTBUS KOHTAMUHALIN.

O6pa3subl

HeremonuanpoBaHHasi cblBOopoTka, nnasma, Moya. He ucnonb3oBaTb B kavyecTse
KoarynsiHTa aMMOHVEBYIO COMb renapuHa.

WccneposaHve npoBoauTb B cooTBeTCTBUM € npotokonom NCCLS  (unm
aHarnoros).

Mouy nepef uccnefoBaHveM pasBecTyt B COOTHOLEHUN 1 + 99 AncTunnmpoBaHHon
BOJOW, pesynbraTr yMHOXUTb Ha 100.

CrtabunbHoCTb

B CbiBOpoTKe/nnasme: 7 gHel npu 20-25°C
7 OHewn npu 4-8 °C
1 rog npu -20 °C

B Moye: 2 OHSA npuy 20-25°C
2 OHSA npuy 4-8 °C
1 mecsu npu -20 °C

3anH3HeHHbIe OGPBBLI,bI He NCnonb3oBaTh.

Kann6poska

Mbl pekomeHayem anst kanubpoBku ucnonb3oBaTe XL MYINBTUKATN, Kat. Ne
XSYS0034.

MepvognyHOCTb KanNMbpPOBKKU:

* riocrne M3MeHeHVs NapTun (Cepumn) peareHTa

* B COOTBETCTBUM C BHYTPEHHUMYW TPeBOBAHNAMMN KOHTPOMSA KavecTsa
MpocnexuBaeMocTb

3HaueHusi kanmbpaTopa ycTaHOBMNEHbI MO 3TanoHHoMy npenapaty SRM 909c.

KoHTponb kavecTBa

[Insa koHTpons KayecTBa pekomeHayetcsi ucnonb3oats ERBANORM 4x5 (kaT. Ne
BLT00080) nnn ERBA NORM 10x5 (kaT. Ne XSYS0123) n ERBA PATH 4x5 (kaT.
Ne BLT00081) nnn ERBA PATH 10x5 (kat. Ne XSYS0124).

Pacuer
PesynbraThl paccunTbiBalOTCH aBTOMaTUYECKN aHanm3aTopoMm.

KoadhcbmumeHT nepecuera

MmMonb/n = 0,1665 x mr/an

MouesuHa (Mr/an) x 0,467 = A30T MOYEBUHbI (Mr/an)
A30T MoueBUWHbI (Mr/an) x 2,14 = MoyeBuHa (Mr/an)

R1 Oxuaaemble 3HayeHus 2

Tpuc 6ydep 100 mmonb/n B cbiBopotke / nnasme '

a- Ketornytapat 5,49 mmonb/n B3pocnble (mr/an) (Mmonb/n)

Ypeasa >10 KE/mn CpenHee 3HayeHue 17-43 2,8-7,2

mar > 3,8 KE/mMn YKeHwwuHbl < 50 net 15-40 2,6-6,7

R2 YKeHwwuHbl > 50 net 21-43 3,5-7,2

HAOH 1,66 mmonb/n MyxuumHbl < 50 net 19-44 3,2-7,3

HepeakunoHHoCcnoco6HbIe HAanoHUTENM U CTabunmnsaTopsl. MyxunHbl > 50 net 18-55 3,0-9,2
netn

MpuroroBneHue paboyero peareHTa 1-3 roga 11-36 1,8-6,0

PeareHTbl R1 1 R2 xuakve, rotoBble K MCMONb30BaHMI0. 4-13 net 15-36 2,5-6,0
14-19 net 18-45 2,9-7,5

g% ApTtukyn HanmeHoBaHue kak B PY Homep PY [ara Bbiaaumn PY

ISES]
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CooTHoweHue MoyeBuHa / KpeaTuHuH '
20-35 [(mr/pn)/(mr/an)]

MoueBuHa B Moye 2

26-43 r/24 4(0,43-0,72 monb/24 4)

anBeﬂeHHble Auvanas3oHbl BenWYUH creayeT paccMaTpuBatb Kak
OPUEHTUPOBOYHbLIE. Kaxpon na60paTopvw| HeobxoauMmo onpeaenAaTb CBOU
ANana3oHbl.

[aHHble o paboTe

3TN 3HayYeHUs HOPMarbHbIX BENWYMH Obinn MoMny4yeHbl Ha aBTOMAaTU4ECKOM
aHanusartope cepum XL.

Pe3ynbraTbl MOTyT OTNIMYATLCS, €CU onpeferieHns NPOBOAWMW Ha ApYrom Tune
aHanuaaropa.

Mpenen konuyecTBeHHoro onpegenexusa 1,5 mr/an (0,25 mmonb/n)
JInHeNHOCTL: no 300 mr/an (49,8 mmonb/n)
(mMoyeBUHa)
o 140 mr/an (23,24 mmonb/n)
(A30T MOYEBUHbI)

Mpepenbl onpeaeneHus: 1,5-300 mr/an (0,25-23,24 mmonb/n)

Bryroncepuivan | N | Ceeimabuenecioe || SD | oy
O6pazey 1 20 28,08 0,287 1,02
O6paszeu 2 20 27,49 0,240 0,94
Mocopuman | N |t | S0 |08
O6paseu 1 20 45,09 0,719 1,61
O6pasel 2 20 203,59 2,395 1,58

CpaBHeHue MeTodoB

CpaBHeHue 6bino npoBedeHo Ha 40 obpasuax ¢ ucnonb3oBaHvem XL-cuctem
peareHTOB MoyeBMHa (y) ¥ UMEIOLUXCS B NPOAAXKe peareHTOB C KOMMEepYeCcKu
[OOCTYMHOW METOAMKON (X).

Pesynbratbl: y =1,034x - 0,295 (mr/an)

r=0,994 (r — koadpnUMeEHT koppensauum)

Brnusiowme BelecTBa
lemorno6wuH go 7,5 r/n, Bunupy6ux o 30 mr/an, Tpurnuuepuabl o 2000 mr/an
He BNUSIIOT Ha TOYHOCTb aHanuaa.

Mepbl NpeaOCTOPOXKHOCTH
HabGop peareHTOB npegHasHaveH Ans
COOTBETCTBYIOLLMM 0Gpa3oBaHneM.

in vitro [OuWarHOCTWUKM nuuamu ¢

Woentndmkauns onacHocrtemn B cootrBeTcTBUM € Pernamentom (EC) No 1272/2008
PeareHTbl BXxogsiwye B Habop He cogepxkaTt onacHble BeLlecTBa.

YTunusaums mcnonb3oBaHHbIX MaTepuanos
B cooTBeTCTBUM C MECTHBIMU OPUANYECKUMU TpeﬁOBaHMﬂMM.

ErbalLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erba.com, www.erbamannheim.com
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CEYOBUHA

Kat. Homep | HasBa ®dacyBaHHs
XSYS0020 | CEYOBWHA 275 R1: 5 x 44 mn, R2: 5 x 11 mn
XSYS0075 | CEYOBMHA 564 XL-1000 | R1:6 x 72 mn, R2: 6 x 22 mn
& q
3acTocyBaHHs

Habip peareHTiB npusHayeHuii Ans KinbKiCHOTO in Vitro BU3HAYEHHS CEYOBWHMW
y cvpoBaTLi i NNa3Mi KpoBi, @ TAKOX B CeYi NIOANHN.

KniHiuHe 3Ha4yeHHA

CeyoBMHA — a30TOBMICHUIA KiHLEBUIA NpoaykT meTtaboniamy 6inkis. CeyoBuHa
YTBOPKETLCA B NEYiHLi | BUAANAETLCA Yepe3 HUPKK 3 CeYeto; MICTUTb NepeBaxHy
YacTuHy a3oTy HebinkoBoi nna3mu KpoBi. KOHUEHTpaLisi Ce4yoBUMHU B KPOBI
3anexvTb BiA LWBWAKOCTI ii YTBOPEHHS MNEYiHKOKW | LBWAKOCTI BuAANEHHS
HMPKaMW, KOMnvBaKYMChb BIAMOBIAHO A0 cnoxuBaHHs 6inkiB, ix meTtaboniamy
i HUPKOBOT OYHKLT BUNYyYEHHS. 3aBULLEHHS KOHLEHTPaLi CEYOBUHM Y cMpoBaTLi
cnocTepiratoTbCs NPy NOPYLUEHHSIX YHKLIT HUPOK, XBOpOGax NeviHkW, 3acTiiHii
cepueBiit HegocTaTHOCTI, Npu AiabeTi, a Takox Nif Yac iHEKUiHUX 3aXBOPIOBaHb,
Lo ocnabnioTb MYHKL0 HUPOK.

MpuHUKUN meToay

depmeHTHa MeToauka, LU0 BUKOPUCTOBYETLCS B LbOMY peareHTi, 3acHoBaHa
Ha peakuii, Bnepwe onucanii Tanbke i LWy6eptom. o6 ckopotuth i cnpoctuTyn
aHania, po3paxyHku Ga3sytoTbecst Ha BigkpuTTi TipdpaHi Ta iH., WO KOHUEHTpaLis
CEYOBWHW NPOMOpLiiHa 3MiHi NOrMUHAHHA NPOTAroM (hikCoBaHOro iHTepBany vacy.

Ypeasa
CeyosuHa + H,O —————— 2NH, + CO,

mar
NH,+ a-ketornyTapar + HALH L’ L-rnytamar + HA"
CeyoBuHa rigponisyeTbCa B NPUCYTHOCTI BOAM i ypeasu i3 yTBOPEHHSIM amiaky i
Aiokecnay ByrneLto.
Bracnigok gii rmytamatgerigporeHasu (IT1AN) BigHOBRNEHU HikoTMHamigagaeHiH
avHykneotna  (HAOH), awmiak i oa-ketornytapat (o-KI) nepetBoptotoTbes
B L-rnytamar i okucnenmn HAQ+.
Peakuist KOHTPOMIOETLCA LUAAXOM BUMIPIOBAHHS ONTUYHOI NYCTUHU Ha [OBXMWHI
xBuni 340 Hm (BigHoBNeHnn HAJH nepeTBoploeTbCs Ha okucneHun HA+).

Cknap peareHTiB

R1

Tpic-6ycep 100 mmonb/n
a-keTtornyTapar 5,49 mmonb/n
Ypeasa 2 10 kOa/mn
mar > 3,8 kOg/mn
R2

HAOH 1,66 mmonb/n

TakoX MiICTUTb peakLinHO-HelTparbHi HanoBHIoBaui i ctabinisaTtopu

MpurotyBaHHA peareHTiB
Pearentn R1 i R2 pigki, rotoBi 4O BUKOPUCTaHHS.

36epiraHHsA i cTabinbHiCTb peareHTiB

HeBigkputi peareHT € cTabinbHVMMU [0 BUYEPNaHHA BKa3aHOro TepMiHy
npuaaTHOCTI 3a yMoBU 36epiraHHs 3a Temnepatypu 2—8 °C.

36epiraHHa  ,Ha 6GopTy“ aHanizatopa: LWoHanMeHwe ynpogox 30 AHiB
(3a Temnepatypu 2—10 °C), 3a BiACYTHOCTi KOHTaMiHaLii.

12000024
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3pasku

HeremonizoBaHa cupoBatka, nnasma, ceva.

He BukopuctoByBaTV 3pasku, cTabinizoBaHi dryopuaom, i amoHieBy Ccinb
renapuHy sik aHTUKoarynsiHT.

[ocnigxeHHs npoBoauTH y BignosigHocTi Ao npotokony NCCLS (abo aHanoris).
Ceyy nepen p[ocnigxeHHsM HeobXigHO pO3BECTM [AMCTUMBbOBAHOK BOAOK
y cnieBigHoOLEHHi 1 + 99, oTpuMaHuit peaynstaTt NOMHOXMTK Ha 100.

CrabinbHicTb

y cupoBarTui / nnasmi: 7 gHis npn 20-25°C
7 nHiB npv 4-8 °C
1 pik npv -20 °C
B ceui: 2 AHi npu 20-25°C
2 AHi npv 4-8°C
1 Micaub npu -20 °C

KoHTamiHOBaHi 3pa3kun He BUKOPUCTOBYBATU.

KaniopyBaHHs

PekomeHayeTbcs kanibpyBaHHsa 3a gonomoroto kanibpatopa XL MULTICAL 4x3
(kaT. Ne XSYS0034) a6o XL MULTICAL 10x3 (kat. Ne XSYS0122):

* nicns 3amiHn peareHTy (iHLWWA HoMep napTii);

* 3riAHO BMMOT BHYTPILUHBOI CUCTEMM KOHTPOSIO AKOCTI.

BincTtexkeHHA 3HaYeHb
3HauyeHHs1 kanibpaTopa BCTaHOBMeHi 3a eTanoHHum npenapatom SRM 909c
3 BUKOPWCTaHHAM Bi4MOBIGHOIrO MPOTOKONY.

KoHTponb sikocTi

[ns koHTponto skocTi pekomeHayeTbest ERBA NORM 4x5 (kat. Ne BLT00080) a6o
ERBA NORM 10x5 (kaT. Ne XSYS0123) Ta ERBA PATH 4x5 (kat. Ne BLT00081)
abo ERBA PATH 10x5 (kat. Ne XSYS0124).

Po3paxyHku

PesynbraTv 064MCoNTLCSA aHanisaTopoM aBTOMaTUYHO.
KoediuieHT nepepaxyHky

MmMonb/n = 0,1665 x mr/an

CevyoBuHa (Mr/an) x 0,467 = A3oT ceqoBUHM (Mr/An)
A30T ceyoBuHM (Mr/an) x 2,14 = CeyoBuHa (Mr/an)

HopmanbHi Benuunnm 2

Y cuposarui / nnasmi ' (mr/an) (MMonb/n)
Dopocni

Y 3aranbHoMy BUnagky 17-43 2,8-7,2
XKinkn < 50 pokis 15-40 2,6-6,7
XKinkn > 50 pokis 21-43 3,5-7,2
Yonosikn < 50 pokis 19-44 3,2-7,3
Yonosikn > 50 pokis 18-55 3,0-9,2
nOitn

1-3 pokn 11-36 1,8-6,0
4-13 pokis 15-36 2,5-6,0
14-19 pokiB 18-45 2,9-7,5

CnieBigHoweHHA CeyoBuHa / KpeaTuHin'
20-35 [(mr/pn)/(mr/an)]

CeuoBuHa B ceui?

26—43 1/ 24 roguHn (0,43-0,72 monb / 24 roguHu)

HaBepeHi 3HaueHHs cnig BBaxaTu opieHToBHMMK. KoxHa naGopatopis
CaMOCTIiHO BCTaHOBIIOE Aiana3oH HOPMarbHUX 3HAYE€Hb.

®
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MapameTpu peareHTiB
HaBegeHi 3HayeHHst OTpUMyBanMcsi Ha aBTOMaTUYHWX aHanisatopax cepii
ERBA XL i MOXyYTb BiApi3HATUCS BiA OTPMMAaHMX Ha IHLLIWX TUMNax aHanisaTopis.

Po6oui xapakTrepucTukm
Mexa KinbkicHoro BusHa4deHHs: 1,5 mr/an (0,25 mmonb/n)
NMiHiAHicTb: no 300 mr/an (49,8 mmone/n) (cevyoBuHa)
Ao 140 mr/an (23,24 Mmmonb/n) (a30T CE4OBWHM)

Hiana3oH BUMiploBaHHs: 1,5-300 mr/gn (0,25-23,24 mmonb/n)

BHyTpiluHbOCEpiiHa N cep:#:q‘::ﬁ;"m ':;:LV;HHe (M?Izn) (EAV)
3pasok 1 20 28,08 0,287 1,02
3pasok 2 20 27,49 0,240 0,94
Wcepima | n | Coremuonpueniine | S0 | 8
3pasok 1 20 45,09 0,719 1,61
3pasok 2 20 203,59 2,395 1,58

MopiBHAAHHA MeTOAIB

MopiBHAHHA npoBoaunocs Ha 40 3paskax i3 BukopuctaHHsam peareHTis ERBA XL
CEYOBWHA (y) i KOMepUiiHO AOCTYNHUX peareHTiB.

METOAMKOHO (X).

Pesyneratn: y =1,034x - 0,295 (mr/gn)

r=0,994 (r — koediuieHT kopensuii)

Mepewkoaun

emorno6in go 7,5 r/n, 6inipy6iH ao 30 mr/an, Tpurniuepuam oo 2000 mr/an He
BNIMBAKOTb HA Pe3ynbTaTv BUSHAYEHHS.

MonepepxeHHs i 3axoamn Ge3nekun

Habip peareHTiB npusHayeHun aAns
MiAroTOBNEHNM NEPCOHaNom.

in vitro piarHoCTUKM npodeciiHo

loeHTudikauin 3arpos BianosigHo no PernameHty (EC) Ne 1272/2008

PeareHTn Habopy He knacudikytoTbes sk HebeaneyHi.

YTunisauis BUKOpUcTaHUX maTepianis
BignoBigHO 4O MicLEBUX OPUONYHUX BUMOT.

UA YnoBHoBaxeHUI NpeacTaBHUK B YKpaiHi:
TOB ,,EPBA AIATHOCTUKC YKPATHA®
01042, Kvis, Byn. IOHHA MABIA I, 6ya. 21, ocpic 401
Ten. +38-050-4483456
ukraine@erba.com

ErbalLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
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POUZITI

Diagnosticka souprava pro kvantitativni in vitro stanoveni mocoviny v séru, plaz-
mé a moci.

KLINICKY VYZNAM

Mocovina je hlavnim koncovym produktem metabolismu bilkovinného dusiku.
Tvofi témérF polovinu neproteinovych dusikatych latek v krvi. Je tvofena v jatrech
a ledvinami je vylu€ovana do moce. Hladina mocoviny v krvi tedy zavisi na pfisu-
nu proteint, katabolismu proteinti a funkci ledvin.

Ke zvy$eni koncentrace mocoviny dochazi v dlisledku zmény stravy, onemocnéni
ledvin, onemocnéni jater, méstnavého srde¢niho selhani, diabetu a infekce.

PRINCIP METODY:

Enzymova metodologie pouzita v tomto €inidle je zaloZzena na reakci, kterou
poprvé popsali Talke a Schubert. Pro zkraceni a zjednodu$eni analyzy, vypocty
jsou zalozeny na objevu Tiffanyho et al., podle né&jz je koncentrace mocoviny
umérna zméné absorbance za pevny ¢asovy interval.

Ureasa
Urea + H,O —» 2NH, + CO,

GLDH
NH, + a-KG + NADH ———» L-glutamat + NAD*

Mocovina je v pfitomnosti enzymu ureasa hydrolyzovana na amoniak a uhli¢itan.
V pFitomnosti glutamatdehydrogenasy (GLDH) a NADH reaguje amoniak
s a-ketoglutaratem (a-KG) za vzniku L-glutamatu.

Méfi se pokles absorbance pfi 340 nm béhem konverze NADH na NAD*. Mira
oxidace NADH je umérna koncentraci moc¢oviny ve vzorku.

SLOZENI CINIDEL

R1

Tris pufr 100 mmol/l
a-ketoglutarat 5,49 mmol/l
Ureasa > 166,6 pkat/l
GLDH 2 63,3 pkat/l
R2

NADH 1,66 mmol/l

Obsahuje také nereaktivni aditiva a stabilizatory.

PRIPRAVA PRACOVNICH ROZTOKU
Cinidla jsou kapalna, pfipravena k pouziti.

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Pokud jsou neoteviena ¢inidla skladovana pfi 2—8 °C a chranéna pred svétlem
a kontaminaci, jsou stabilni do data exspirace uvedeného na obale.

Stabilita na boardu analyzatoru: min. 30 dni, jsou-li skladovana pfi 2-10 °C
a chranéna pred svétlem a kontaminaci.
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VZORKY

Sérum, plazma (nepouzivat fluoridy a heparinat amonny), ¢erstva moc.
Doporu¢ujeme postupovat dle NCCLS (nebo podobnych standardu).

Moc¢: nutno ziedit destilovanou vodou v poméru 1 + 99, vysledek se nasobi 100.
Stabilita mocoviny v séru, plazmé:

7 dni pfi 20-25°C
7 dni pfi 4-8°C

1 rok pfi -20 °C
Stabilita mocoviny v mo¢i:

2 dny pfi 20-25°C
2 dny pfi 4-8°C

1 mésic  pfi -20 °C

Nepouzivejte kontaminované vzorky.

KALIBRACE

Ke kalibraci se doporuéuje kalibrator XL MULTICAL 4x3 (Kat. ¢. XSYS0034) nebo
XL MULTICAL 10x3 (Kat. 6. XSYS0122).

Frekvence kalibrace: doporucuje se kalibrovat

* po zméné SarZe reagencie

« jak vyZaduje proces interni kontroly kvality

Navaznost

Kalibrator byl standardizovany vGéi referenénimu materialu SRM 909c.

KONTROLA KVALITY

Ke kontrole se doporuc¢uji ERBA NORM 4x5 (Kat. ¢. BLT00080) nebo ERBA
NORM 10x5 (Kat. ¢&. XSYS0123) a ERBA PATH 4x5 (Kat. ¢. BLT00081) nebo
ERBA PATH 10x5 (Kat. €. XSYS0124).

VYPOCET
Vypocet je proveden automaticky analyzatorem XL.

PREPOCET JEDNOTEK

mg/dl x 0,1665 = mmol/l

mocovina (mmol/l) x 0,467 = BUN (mmol/l)
BUN (mmol/l) x 2,14 = mocovina (mmol/l)

REFERENCNi HODNOTY
Sérum, plazma:

Dospéli (mg/dl) (mmol/l)
souhrnné 17-43 2,8-7,2
Zeny < 50 let 15-40 2,6-6,7
Zeny > 50 let 21-43 3,56-7,2
muzi < 50 let 19-44 3,2-7,3
muzi > 50 let 18-55 3,0-9,2
Déti

1-3 roky 11-36 1,8-6,0
4-13 let 15-36 2,5-6,0
14-19 let 18-45 2,9-75

pomér mocovinal/kreatinin:

20-35 [(mg/dl)/(mg/dl)]

Moc¢:

26-43 g/24 h (0,43-0,72 mol/24 h)

Doporucuje se, aby si kazda laborator ovéfila rozsah referenéniho intervalu
pro populaci, pro kterou zajistuje laboratorni vysetreni.
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VYKONNOSTNi CHARAKTERISTIKY
Vykonnostni charakteristiky byly ziskany na automatickych analyzatorech ERBA

XL. Data ziskana ve vasi laboratofi se mohou od téchto hodnot lisit.
Dolni mez stanovitelnosti: 0,25 mmol/l

Linearita: 50 mmol/l nebo
23,3 mmol/l BUN
Pracovni rozsah: 0,25-50 mmol/l
PRESNOST
_ Pramér SD Ccv
Intra-assay (n=20) (mmolll) (mmolll) (%)
Vzorek 1 4,69 0,05 1,02
Vzorek 2 4,59 0,04 0,94
_ Pramér sD cv
Inter-assay (n=20) (mmol/l) (mmoli) (%)
Vzorek 1 7,53 0,12 1,61
Vzorek 2 25,34 0,40 1,58

SROVNANIi S KOMERCNE DOSTUPNOU METODOU
Linearni regrese:

N =40

y = 1,034 x - 0,049 mmol/l

r=0,994

INTERFERENCE
Nasledujici analyty neinterferuji:
hemoglobin do 7,5 g/l, bilirubin do 30 mg/d|, triglyceridy do 2000 mg/dl.

UPOZORNENI A BEZPECNOSTNi CHARAKTERISTIKY
Ur€eno pro in vitro diagnostické pouziti opravnénou a odborné zplsobilou oso-
bou.

Identifikace nebezpeénosti v souladu s Nafizenim (EC) &. 1272/2008
Cinidla soupravy nejsou klasifikovana jako nebezpec¢na.

NAKLADANI S ODPADY
Likvidace musi probihat v souladu s mistnimi pfedpisy.

ErbaLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erba.com, www.erbalachema.com
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POUZITIE

Diagnosticka suprava pre kvantitativne in vitro stanovenie mocoviny v sére, plaz-
me a moci.

KLINICKY VYZNAM

Mocovina je hlavnym koncovym produktom metabolizmu bielkovinového dusika.
Tvori takmer polovicu neproteinovych dusikatych latok v krvi. Tvori sa v peceni
a oblickami sa vylu€uje do mocu. Hladina moc&oviny v krvi teda zavisi od prisunu
proteinov, katabolizmu proteinov a funkcie obliCiek.

K zvySeniu koncentracie mocoviny dochadza v désledku zmeny stravy, ochorenia
obli¢iek, ochorenia pecene, kongestivneho srdcového zlyhania, diabetu a infek-
cie.

PRINCIP METODY:

Enzymova metodoldgia pouzitd v tomto Einidle je zaloZzena na reakcii, ktoru pr-
vykrat opisali Talke a Schubert. Na skratenie a zjednoduSenie testu su vypocty
zalozené na objave Tiffanyho a kol., Ze koncentracia mocoviny je Umerna zmene
absorbancie po¢as pevného ¢asového intervalu.

Uredza
Urea + H,O —» 2NH, + CO,

GLDH
NH, + a-KG + NADH ——» L-glutamat + NAD*

Mocovina je v pritomnosti enzymu ureaza hydrolyzovana na amoniak a uhli¢itan.
V pritomnosti glutamatdehydrogenazy (GLDH) a NADH reaguje amoniak s a-ke-
toglutaratom (a-KG) za vzniku L-glutamatu.

Reakcia sa monitoruje meranim rychlosti poklesu absorbancie pri 340 nm, ked
sa NADH konvertuje na NAD*. Rychlost oxidacie NADH je Umerna koncentracii
mocoviny vo vzorke.

ZLOZENIE CINIDIEL

R1

Tris pufer 100 mmol/l
a-ketoglutarat 5,49 mmol/l
Ureaza > 166,6 pkat/l
GLDH 2 63,3 pkat/l
R2

NADH 1,66 mmol/l

Obsahuje tiez nereaktivne aditiva a stabilizatory.

PRIPRAVA PRACOVNYCH ROZTOKOV
Cinidla su kvapalné, pripravené na pouzitie.

SKLADOVANIE A STABILITA PRACOVNYCH ROZTOKOV

Ak st neotvorené ¢inidla skladované pri 2-8 °C a chranené pred svetlom a konta-
minaciou, su stabilné do datumu exspiracie uvedeného na obale.

Stabilita na boarde analyzatora: min. 30 dni, ak su skladované pri 2—10 °C a chra-
nené pred svetlom a kontaminaciou.
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VZORKY

Sérum, plazma (nepouzivat fluoridy a heparinat amonny), cerstvy moc.
Odporu¢ame postupovat podla NCCLS (alebo podobnych Standardov).

Mo¢: je nutné zriedit' destilovanou vodou v pomere 1 + 99, vysledok sa nasobi
100. Stabilita mo€oviny v sére, plazme:

7 dni pri 20-25°C
7 dni pri 4-8°C

1 rok pri -20 °C
Stabilita mocoviny v mo¢i:

2 dni pri 20-25°C
2 dni pri 4-8°C

1 mesiac  pri -20 °C

Nepouzivajte kontaminované vzorky.

KALIBRACIA

Na kalibraciu sa odporti¢a XL Multical, kat. ¢. XSYS0034.

Frekvencia kalibracie: odporuca sa kalibrovat’

* po zmene $arZe reagencie

+ ako vyzaduje proces internej kontroly kvality

Nadvaznost’

Kalibrator bol Standardizovany voci referenénému materialu SRM 909c.

KONTROLA KVALITY
Na kontrolu sa odpori¢a ERBA NORM, kat. ¢. BLTO0080 a ERBA PATH, kat.
¢. BLT00081.

VYPOCET
Vypocet je vykonany automaticky analyzatorom XL.

PREPOCET JEDNOTIEK

mg/dl x 0,1665 = mmol/l

mocovina (mmol/l) x 0,467 = BUN (mmol/l)
BUN (mmol/l) x 2,14 = mocovina (mmol/l)

REFERENCNE HODNOTY
Sérum, plazma:

Dospeli (mg/dl) (mmol/l)
suhrnne 17-43 2,8-7,2
Zeny < 50 rokov 15-40 2,6-6,7
Zeny > 50 rokov 2143 3,5-7,2
muzi < 50 rokov 19-44 3,2-7,3
muzi > 50 rokov 18-55 3,0-9,2
Deti

1-3 roky 11-36 1,8-6,0
4-13 rokov 15-36 2,5-6,0
14-19 rokov 18-45 2,9-75

pomer mocovinal/kreatinin:

20-35 [(mg/dl)/(mg/dl)]

Mo¢:

26-43 g/24 h (0,43 — 0,72 mol/24 h)

Odporuca sa, aby si kazdé laboratorium overilo rozsah referenéného inter-
valu pre populaciu, pre ktoru zaist'uje laboratérne vysetrenie.
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VYKONNOSTNE CHARAKTERISTIKY

Vykonnostné charakteristiky boli ziskané na automatickych analyzatoroch ERBA
XL. Udaje ziskané vo vasom laboratériu sa mézu od tychto hodnét odliSovat.

Dolna medza stanovitelnosti: 0,25 mmol/l
Linearita: 50 mmol/l alebo
23,3 mmol/l BUN
Pracovny rozsah: 0,25—-50 mmol/l
PRESNOST
_ Priemer SD cv
Intra-assay (n=20) (mmol) (mmolll) (%)
Vzorka 1 4,69 0,05 1,02
Vzorka 2 4,59 0,04 0,94
_ Priemer SD Ccv
Inter-assay (n=20) (mmol/l) (mmoli) (%)
Vzorka 1 7,53 0,12 1,61
Vzorka 2 25,34 0,40 1,58

POROVNANIE S KOMERCNE DOSTUPNOU METODOU
Linearna regresia:

N =40
y = 1,034 x - 0,049 mmol/l
r=0,994

INTERFERENCIE
Nasledujuce analyty neinterferuju:
hemoglobin do 7,5 g/l, bilirubin do 30 mg/dl, triglyceridy do 2000 mg/dl.

UPOZORNENIA A BEZPECNOSTNE CHARAKTERISTIKY
Ur€ené pre in vitro diagnostické pouzitie opravnenou a odborne spdsobilou oso-
bou.

Identifikacia nebezpeénosti v sulade s Nariadenim (EC) €. 1272/2008
Cinidla supravy nie su klasifikované ako nebezpecné.

NAKLADANIE S ODPADMI

Na vSetky spracované vzorky je nutné pozerat ako na potencialne infekéné a spo-
lu s pripadnymi zvy$kami €inidiel ich likvidovat podla vlastnych internych predpi-
sov ako nebezpecny odpad v stlade so Zakonom o odpadoch.

Papierové a ostatné obaly sa likviduju podla druhu materialu ako triedeny odpad
(papier, sklo, plasty).

ErbaLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erba.com, www.erbalachema.com
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No. de cat. Nombre del paquete | Embalaje (contenido)
XSYS0020 UREA 275 R1:5x 44 ml, R2: 5x 11 ml
XSYS0075 UREA 564 XL-1000 R1:6 x 72 ml, R2: 6 x 22 ml
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USO PREVISTO

Reactivo de diagndstico para la determinacion cuantitativa in vitro de Urea en
suero, plasma y orina humanos.

IMPORTANCIA CLINICA

La urea es el principal producto final del metabolismo del nitrégeno proteico en
los seres humanos. Constituye la mayor fracciéon del componente nitrogenado
no proteico de la sangre. La urea se produce en el higado y se elimina a través
de los rifiones en la orina. En consecuencia, los niveles circulantes de urea
dependen de la ingesta de proteinas, del catabolismo proteico y de la funcién
renal. Los niveles elevados de urea pueden producirse con cambios en la dieta,
enfermedades que alteran la funcién renal, enfermedades hepaticas, insuficien-
cia cardiaca congestiva, diabetes e infecciones.

PRINCIPIO

La metodologia enzimatica empleada en este reactivo se basa en la reaccion
descrita por primera vez por Talke y Schubert. Para abreviar y simplificar el
ensayo, los célculos se basan en el descubrimiento de Tiffany et al. de que la
concentracion de urea es proporcional al cambio de absorbancia en un intervalo
de tiempo fijo.

Ureasa
Urea + H,O —  » 2NH, + CO,

GLDH
NH, + a-KG + NADH ——— > L-Glutamato + NAD*

La urea se hidroliza en presencia de agua y ureasa para producir amoniaco y
dioxido de carbono.

En presencia de Glutamato Deshidrogenasa (GLDH) y Nicotinamida Adenina
Dinucleétido (NADH) reducido, el amoniaco se combina con a-cetoglutarato
(a-KG) para producir L-Glutamato.

La reaccion se controla midiendo la velocidad de disminucién de la absorban-
cia a 340 nm a medida que el NADH se convierte en NAD*. La velocidad de
oxidacion del NADH es proporcional a la concentracion de urea en la muestra.

COMPOSICION DEL REACTIVO

R1

Tampon TRIS 100 mmol/l
a-Ketoglutarate 5.49 mmol/l
Urease (Jack Bean) =10 KU/
GLDH (Microorganismo) = 3.8 KU/I
R2

NADH 1.66 mmol/l

También contiene cargas no reactivas y estabilizadores.

PREPARACION DEL REACTIVO
Reactivos R1y R2 liquidos, listos para usar.
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ESTABILIDAD Y ALMACENAMIENTO

Los reactivos sin abrir son estables hasta la fecha de caducidad indicada en el
frasco y en la etiqueta del set cuando se almacenan a 2-8 °C.

Estabilidad a bordo: min. 30 dias si estan refrigerados (2—10 °C) y no estan con-
taminados.

RECOGIDA Y MANIPULACION DE LAS MUESTRAS

Use suero, plasma u orina no hemoliticos.

No utilice muestras conservadas con flior y sal aménica de heparina como an-
ticoagulante.

Se recomienda seguir los procedimientos de NCCLS (o similares condiciones
estandarizadas).

Orina: Diluya la orina 1 + 99 con agua destilada y multiplique los resultados por 100.

Estabilidad
en suero/plasma: 7 dias a20-25°C
7 dias a4-8°C
1 afio a-20°C
en la orina: 2 dias a20-25°C
2 dias a4-8°C
1 mes a-20°C

Deseche las muestras contaminadas.

CALIBRACION

Se recomienda calibrar con calibrador XL MULTICAL 4x3, (No. de cat. XSYS0034)
o XL MULTICAL 10x3, (No. de cat. XSYS0122).

Frecuencia de calibracién: se recomienda realizar una calibracién

» después de un cambio de lote de reactivo

« tal como exigen los procedimientos internos de control de calidad.
Trazabilidad:

Este calibrador se ha normalizado utilizando el material de referencia SRM 909c.

CONTROL DE CALIDAD

Para el control de calidad se recomienda ERBA NORM 4x5, (No. de cat.
BLT00080) o ERBA NORM 10x5, (No. de cat. XSYS0123) y ERBA PATH 4x5,
(No. de cat. BLT00081) o ERBA PATH 10x5, (No. de cat. XSYS0124).

CALcuLO
Los resultados son calculados automaticamente por el instrumento.

CONVERSION DE UNIDADES
mg/dl x 0.1665 = mmol/l

Urea (mg/dl) x 0,467 = BUN (mg/dl)
BUN (mg/dl) x 2.14 = Urea (mg/dl)

VALORES ESPERADOS 2
En suero / plasma '

Adultos (mg/dl) (mmol/l)
Global 17-43 2.8-7.2
Mujeres < 50 afios 15-40 2.6-6.7
Mujeres > 50 afios 21-43 3.5-7.2
Hombres < 50 afios 19-44 3.2-7.3
Hombres > 50 afios 18-55 3.0-9.2
Nifios

1-3 afios 11-36 1.8-6.0
4-13 afios 15-36 2.5-6.0
14-19 afios 18-45 29-75

®
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Relacion Urea / Creatinina '
20-35 [(mg/dl)/(mg/dl)]

Urea en Orina 2

26-43 g/24 h (0.43-0.72 mol/24 h)

Se recomienda que cada laboratorio verifique o derive un intervalo de refe-
rencia para la poblacion que evalua.

DATOS DE RENDIMIENTO

Los datos dentro de esta seccion son representativos del rendimiento en los sis-
temas ERBA XL.

Los datos obtenidos en su laboratorio pueden diferir de estos valores.

Limite de cuantificacién: 1.5 mg/dl

Linealidad: 300 mg/dl de Urea o
140 mg/dl de BUN

Intervalo de medicién: 1.5-300 mg/dl
Precision intraensayo Promedio SD Ccv
Intraserial (n=20) (mg/dl) (mg/dl) (%)
Muestra 1 28.08 0.287 1.02
Muestra 2 27.49 0.240 0.94
Presicion interensayo Promedio SD Ccv
En cada serie (n=20) (mg/dl) (mg/dl) (%)
Muestra 45.09 0.719 1.61
Muestra 2 203.59 2.395 1.58

COMPARACION

Una comparacion entre la urea en los sistemas XL (y) y una prueba disponible
comercialmente (x) usando 40 muestras dio los siguientes resultados:

y =1.034 x - 0.295 mg/d|

r = 0.994

INTERFERENCIAS

Las sustancias siguientes no interfieren:

Hemoglobina hasta 7.5 g/l, bilirrubina hasta 30 mg/d|, triglicéridos hasta 2000 mg/dl.
ADVERTENCIAS Y PRECAUCIONES

Para uso de diagnostico in vitro. Debe ser manipulado por personas autorizadas
y con la debida formacién profesional.

Identificacién de peligros de acuerdo con el Reglamento (CE) No 1272/2008

Los reactivos del set no estan clasificados como peligrosos.

GESTION DE RESIDUOS
Por favor consulte los requisitos legales locales.

ErbalLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erba.com, www.erbamannheim.com
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ASSAY PARAMETERS (conventional units)

ASSAY PARAMETERS (Sl units)

XL-100 XL-200 XL-300/600 XL-100 XL-200 XL-300/600
Instrument | EM-100 EM-200 EM-360 | XL-640 | XL-1000 | XL-180 Instrument | EM-100 | EM-200 EM-360 | XL-640 XL-1000 | XL-180 |
Test Details Test Details
Test UREA UREA UREA UREA UREA UREA Test UREA UREA UREA UREA UREA UREA
Test Code 46 46 46 46 46 46 Test Code 46 46 46 46 46 46
Report Name Urea Urea Urea Urea Urea Urea Report Name Urea Urea Urea Urea Urea Urea
Unit mg/dI mg/dI mg/dI mg/dl mg/d| mg/dl| Unit mmol/L mmol/L mmol/L mmol/L mmol/L mmol/L
Decimal Places 1 1 1 1 1 1 Decimal Places 2 2 2 2 2 2
Wavelength-Primary 340 340 340 340 340 340 Wavelength-Primary 340 340 340 340 340 340
Wavelength-Secondary 405 405 415 415 405 405 Wavelength-Secondary 405 405 415 415 405 405
Assay type Rate-A Rate-A Rate-A Rate-A Rate-A Rate-A Assay type Rate-A Rate-A Rate-A Rate-A Rate-A Rate-A
Curve type Linear Linear Linear Linear Linear Linear Curve type Linear Linear Linear Linear Linear Linear
M1 Start 0 0 0 0 0 0 M1 Start 0 0 0 0 0 0
M1 End 0 0 0 0 0 0 M1 End 0 0 0 0 0 0
M2 Start 19 19 20 29 14 21 M2 Start 19 19 20 29 14 21
M2 End 25 25 30 40 18 25 M2 End 25 25 30 40 18 25
Sample replicates 1 1 1 1 1 1 Sample replicates 1 1 1 1 1 1
Standard replicates 3 3 3 3 3 3 Standard replicates 3 3 3 3 3 3
Control replicates 1 1 1 1 1 1 Control replicates 1 1 1 1 1 1
Control interval 0 0 0 0 0 0 Control interval 0 0 0 0 0 0
Reaction Direction Decreasing Decreasing Decreasing Decreasing Decreasing Decreasing Reaction Direction Decreasing Decreasing Decreasing Decreasing Decreasing Decreasing
React. Abs. Limit 0.4 0.4 0.4 0.4 0.4 0.4 React. Abs. Limit 0.4 0.4 0.4 0.4 0.4 0.4
Prozone Limit % 0 0 0 0 0 0 Prozone Limit % 0 0 0 0 0 0
Prozone Check Upper Upper Upper Upper Upper Upper Prozone Check Upper Upper Upper Upper Upper Upper
Linearity Limit % 0 0 0 0 0 0 Linearity Limit % 0 0 0 0 0 0
Delta Abs/Min 0 0 0 0 0 0 Delta Abs/Min 0 0 0 0 0 0
Technical Minimum 1.5 1.5 1.5 1.5 1.5 1.5 Technical Minimum 0.25 0.25 0.25 0.25 0.25 0.25
Technical Maximum 300 300 300 300 300 300 Technical Maximum 50 50 50 50 50 50
Y=aX+b Y=aX+b
a= 1 1 1 1 1 1 a= 1 1 1 1 1 1
b= 0 0 0 0 0 0 b= 0 0 0 0 0 0
Reagent Abs Min 0.9 0.9 0.9 0.9 0.9 0.9 Reagent Abs Min 0.9 0.9 0.9 0.9 0.9 0.9
Reagent Abs Max 0 0 0 0 0 0 Reagent Abs Max 0 0 0 0 0 0
Auto Rerun No No No No No No Auto Rerun No No No No No No
Total Reagents 2 2 2 2 2 2 Total Reagents 2 2 2 2 2 2
Reagent R1 UREAR1 UREAR1 UREAR1 UREAR1 UREAR1 UREAR1 Reagent R1 UREAR1 UREAR1 UREAR1 UREAR1 UREAR1 UREAR1
Reagent R2 UREA R2 UREAR2 UREAR2 UREA R2 UREA R2 UREA R2 Reagent R2 UREA R2 UREA R2 UREAR2 UREAR2 UREA R2 UREA R2
Reagent R3 NA NA NA NA NA NA Reagent R3 NA NA NA NA NA NA
Test Volumes Test Volumes
Test | UREA UREA UREA | UREA UREA UREA Test | UREA | UREA UREA | UREA UREA | UREA
Sample Type | SERUM SERUM SERUM [ SERUM SERUM SERUM Sample Type | SERUM [ SERUM SERUM | SERUM SERUM [ SERUM
Sample Vol Sample Volumes
Normal 2 2 2 2 2 2 Normal 2 2 2 2 2 2
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Increase 4 4 4 4 4 4 Increase 4 4 4 4 4 4
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Decrease 2 2 2 2 2 2 Decrease 2 2 2 2 2 2
Dilution Ratio 5 5 5 5 5 5 Dilution Ratio 5 5 5 5 5 5
Standard volume 2 2 2 2 2 2 Standard volume 2 2 2 2 2 2
Reagent Volumes and Stirrer speed Reagent Volumes and Stirrer speed
RGT-1 Volume 160 160 160 160 160 160 RGT-1 Volume 160 160 160 160 160 160
R1 Stirrer Speed Medium Medium NA Medium Medium Medium R1 Stirrer Speed Medium Medium NA Medium Medium Medium
RGT-2 Volume 40 40 40 40 40 40 RGT-2 Volume 40 40 40 40 40 40
R2 Stirrer Speed High High NA High High High R2 Stirrer Speed High High NA High High High
RGT-3 Volume 0 0 0 0 0 0 RGT-3 Volume 0 0 0 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges Reference Ranges
Test UREA UREA UREA UREA UREA UREA Test UREA UREA UREA UREA UREA UREA
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default Default Default Reference Range Default Default Default Default Default Default
Category Male Category Male
Normal-Lower Limit 18 18 18 18 18 18 Normal-Lower Limit 2.99 2.99 2.99 2.99 2.99 2.99
Normal-Upper Limit 55 55 55 55 55 55 Normal-Upper Limit 9.16 9.16 9.16 9.16 9.16 9.16
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Category Female Category Female
Normal-Lower Limit 15 15 15 15 15 15 Normal-Lower Limit 2.49 2.49 2.49 2.49 2.49 249
Normal-Upper Limit 43 43 43 43 43 43 Normal-Upper Limit 7.15 7.15 7.15 7.15 7.15 7.15
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA

rba’

XL SysPack



rba’

ASSAY PARAMETERS (conventional units) ASSAY PARAMETERS (Sl units) XL SysPack
XL-100 XL-200 XL-300/600 XL-100 XL-200 XL-300/600
Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 | | Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 |
Test Volumes Test Volumes
Test | UREA | UREA | UREA | UREA | UREA | UREA Test | UREA | UREA | UREA | UREA | UREA | UREA
Sample Type | URINE | URINE [ URINE | URINE [ URINE | URINE Sample Type | URINE [ URINE | URINE [ URINE [ URINE | URINE
Sample Vol ple Volumes
Normal 2 2 2 2 2 2 Normal 2 2 2 2 2 2
Dilution Ratio 100 100 100 100 100 100 Dilution Ratio 100 100 100 100 100 100
Increase 2 2 2 2 2 2 Increase 2 2 2 2 2 2
Dilution Ratio 50 50 50 50 50 50 Dilution Ratio 50 50 50 50 50 50
Decrease 2 2 2 2 2 2 Decrease 2 2 2 2 2 2
Dilution Ratio 150 150 150 150 150 150 Dilution Ratio 150 150 150 150 150 150
Standard volume 2 2 2 2 2 2 Standard volume 2 2 2 2 2 2
Reagent Volumes and Stirrer speed Reagent Volumes and Stirrer speed
RGT-1 Volume 160 160 160 160 160 160 RGT-1 Volume 160 160 160 160 160 160
R1 Stirrer Speed Medium Medium NA Medium Medium Medium R1 Stirrer Speed Medium Medium NA Medium Medium Medium
RGT-2 Volume 40 40 40 40 40 40 RGT-2 Volume 40 40 40 40 40 40
R2 Stirrer Speed High High NA High High High R2 Stirrer Speed High High NA High High High
RGT-3 Volume 0 0 0 0 0 0 RGT-3 Volume 0 0 0 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges Reference Ranges
Test UREA UREA UREA UREA UREA UREA Test UREA UREA UREA UREA UREA UREA
Sample Type URINE URINE URINE URINE URINE URINE Sample Type URINE URINE URINE URINE URINE URINE
Reference Range Default Default Default Default Default Default Reference Range Default Default Default Default Default Default
Category Male Category Male
Normal-Lower Limit NA NA NA NA NA NA Normal-Lower Limit NA NA NA NA NA NA
Normal-Upper Limit NA NA NA NA NA NA Normal-Upper Limit NA NA NA NA NA NA
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Category Female Category Female
Normal-Lower Limit NA NA NA NA NA NA Normal-Lower Limit NA NA NA NA NA NA
Normal-Upper Limit NA NA NA NA NA NA Normal-Upper Limit NA NA NA NA NA NA
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Revision Number Revision Number
<A-100- <A-200- <A-300/600- <A-640- <A-1000- <A-180- <ASI-100- <ASI-200- [<ASI-300/600-| <ASI-640- <ASI-1000- <ASI-180-
Revision UREA-4 UREA-4 UREA-4 UREA-4 UREA-4 UREA-4 Revision UREA-4 UREA-4 UREA-4 UREA-4 UREA-4 UREA-4
15.05.2024> | 15.05.2024> | 15.05.2024> | 15.05.2024> | 15.05.2024> | 15.05.2024> 15.05.2024> | 15.05.2024> | 15.05.2024> | 15.05.2024> | 15.05.2024> | 15.05.2024>

REFERENCES / IMTEPATYPA / NITEPATYPA / LITERATURA / LITERATURA / REFERENCIAS USED SYMBOLS / UCNOMNb3YEMbBIE CYUMBOJbI / BUKOPUCTAHI MO3HAYKM

1. Thomas L. Clinical Laboratory Diagnostics. 1st ed. Frankfurt: TH-Books Verlagsgesellschaft; 1998. p. 374-7. POUZITE SYMBOLY / SIMBOLOS UTILIZADOS

See Instruction for Use

12000024
12000093

2. Burtis CAI Ashwood ER, editors. Tietz Textbook of Clinical Chemistry. 3rd ed. Philadelphia: W.B Saunders Catalogue Number Manufacturer Nlepen ucnons3osanyieN
Company; 1999. p. 1838. KaTanoxHblit Homep MpoussoauTens BHVUMATENbHO U3yyainTe UHCTPYKLMIO
3. Talka, H. Schubert, G.E. Klin. Wochschr. 19; 43: 174. KatanoxHui Homep “ Bupo6Huk DE Tepep; BUKOPUCTaHHAM YBaXHO
i i : .1q- Katalogové &islo Vyrobce BUBMITb |HCTPYKU”0A
4. Tiffany, T.O. Jansen, J.M.Burtis CA, Overton JB, Scott CD. Clin Chem 1972; 18: 829-40. Katalogové Gislo Virob Ctéte navod k pouziti
5. Kaplan, LA. in “Clinical Theory, Analysis and Correlation.” Kaplan LA, Pesce AJ. (Ed) C V Mosby Company Numero de Catalogo FZ;;te Citajte navod k pouzitiu
St Louis 1984; 1257-61. Véanse las Instrucciones de Uso
6. Shephard, MD, Mezzachi, RD. Clin. Biochem. Revs. 1983; 4: 61-7. Lot Number In Vitro Diagnostics Storage Temperature
7. Young, D.S. Effects of Drugs on Clinical Laboratory Tests. Third Edition. 1990; 21: 5. LOT Howmep naptiu VH BUTPO AnarHocTuka /ﬂ/- Temneparypa xpaHeHus
In vitro Ai i
8. Wachtel, M. et al, Creation and Verification of Reference Intervals. Laboratory Medicine 1995; 26: 593-7. Homep naprii I” vitro plarHocTika Temneparypa sGepiras
Cislo sarze n vitro diagnostikum Teplota skladovani
9. National Committee for Clinical Laboratory Standards. User evaluation of Precision Performance of Clinical Namero de lote Dispositivo Médico para Teplota skladovania

Chemistry Devices. NCCLS 1984, NCCLS, Publication EP5-T.
10. Tietz Textbook of Clinical Chemistry. Burtis CA and Ashwood ER, Fifth Edition, 2012.
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