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Order Informa 0123
cat. NeDCal10N: MoIdOvVa package size
2x18 mL
2x32 mL
105-004597-00 R1: 6x58 mL + R2: 3x32 mL

Intended Purpose

In vitro test for the quantitative determination of Urea concentration in
human serum, plasma and urine on Mindray BS series chemistry analyzers.
It is intended to be used for aiding to diagnose renal diseases. It could also
be used for the differential diagnosis of the three types of azotemia: prerenal,
renal and postrenal when used in conjunction with serum creatinine
determinations.

Summary'?

Urea is the final products of the protein and aminophenol catabolism. It is
synthesized by the urea cyclein the liver. Diseases associated with elevated
levels of urea in blood are referred to as uremia or azotemia.

Parallel determination of urea and creatinine is used to distinguish the
reason of azotemia. Prerenal azotemia may cause by starvation, pyrexia,
dehydration, increased protein catabolism, cortisol treatment or decreased
renal perfusion (e.g. serious heart failure, lack of water), while creatinine
level remains within the reference ranges. Postrenal azotemia may cause by
the obstruction of the urinary tract, in this regard, both urea and creatinine
levels rise, but urea is in a higher extent.

Assay Principle

Urease-glutamate Dehydrogenase, UV method

Urease,

Urea + 2H,0 =——>> 2NHq¢* + COs*

GLDH
a-ketoglutaric acid + NHs* + NADH —% L-Glutamate + NAD* + H,0

Urea is hydrolyzed by urease, and one of the products, ammonia (NH4*),
helps to turn NADH to NAD* with the catalysis of glutamate dehydrogenase
(GLDH). The absorbency decrease is directly proportional to the
concentration of urea.

R Ci
Carbonate Buffer 5.00 mmol/L
RL, B-NADH, disodium salt 0.41 mmol/L
" a-ketoglutaric acid 13.70 mmol/L
Sodium azide 0.09%

2024-04, English 1-1 P/N: 046-024162-00 (3.0)



UREA mindray

Tris buffer 400 mmol/L
R2: Urease >20KU/L
GLDH >2KU/L
Sodium azide 0.09%

Storage and stability
Up to expiration date indicated on the label, when stored unopened at 2-8°C
and protected from light.
On board in use, the reagents are stable for 21 days when refrigerated on
the analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
® Specimen types
Serum, lithium heparin or EDTA plasma, urine are suitable for samples.
Before performing the assay, urine sample should be diluted with 9 g/L NaCl
solution (saline) or distilled/deionized water (e.g. 1+14), the result should
be multiplied by 15.
m Preparation for Analysis
1.Use the suitable tubes or collection containers and follow the instruction of
the manufacturer; avoid effect of the materials of the tubes or other
collection containers.
2.Centrifuge serum/plasma samples containing precipitate before
performing the assay.
3.Specimens should be tested as soon as possible after sample collection
and pre-analytical treatment.
m Sample Stability?
Serum/Plasma:
7 days at 15-25°C
7 days at 2-8°C
1 year at (-25)-(-15)°C
Urine: Collect urine without preservatives
2 days at 15-25°C
7 days at 2-8°C
1 month at (-25)-(-15)°C
For longer storage periods, samples should be frozen at (-20°C)>6. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R1 and R2 are ready to use.
Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement system.
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Materials required but not provided

1.General laboratory materials: NaCl solution 9 g/L (saline),
distilled/deionized water.

2.Calibrator and Control: Please check the section of reagent instruction of
Calibration and Quality Control.

3.Mindray BS series chemistry analyzers and General laboratory equipment.

Assay procedure

Parameters Item BS-800 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 340/700 nm
Reaction direction Decrease
R1 200 pL
Sample or Calibrator 3L
Mix, incubate at 37°C for 2 min, then add:
R2 50 pL

Mix thoroughly, incubate at 37°C for 90s,
measure the absorbance value continuously within further 90s,
Then calculate AA/min

Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray Calibrator (Multi Sera Calibrator:
105-001144-00 or other suitable calibrators) and 9 g/L NaCl (saline) for
two-point calibration. Traceability of the Mindray Multi Sera Calibrator can
refer to the calibrator instructions for use of Mindray Company.
.Calibration frequency

Calibration is stable for approximately 14 days on BS-800 chemistry
analyzers. The calibration stability may vary in different instruments,
each laboratory should set a calibration frequency in the instrument
parameters appropriate to their usage pattern.

Recalibration may be necessary when the following occur:

« As changed reagent lot.

« As required following quality control procedures or out of control.

« As executes specific maintenance or troubleshooting procedure of

chemistry analyzers.
3.The calibrator values are lot-specific with the matched models listed in the

value sheet.

N
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Quality control

1.1t is recommended to use the Mindray Control (ClinChem Multi Control:
105-009119-00, 105-009120-00 or other suitable controls) to verify the
performance of the measurement procedure; other suitable control
material can be used in addition.

2.Two levels of control material are recommended to analyze each batch of
samples. In addition, the control should be run with each new calibration,
with each new reagent cartridge, and after specific maintenance or trouble
shooting procedures as detailed in the appropriate system manual.

3.Each laboratory should establish its own internal quality control scheme
and procedures for corrective action if control doesn’t recover within the
acceptable tolerances.

Calculation

The BS series chemistry analyzer detects the change of absorbance(AA/min)

and calculates the UREA concentration of each sample automatically with a

specified calibration curve from calibration process.

Conversion factor: mmol/L x 6.006= mg/dL.

Dilution

If the value of sample exceeds 40 mmol/L, the sample should be diluted with

9 g/L NaCl solution (saline) (e.g. 1+3) and rerun; the result should be

multiplied by 4.

Expected values

Sample Type Units
Male: 3.1-8.0 mmol/L

20-59 years
Female: 2.6-7.5 mmol/L
Adults”
60-79 years Male: 3.6-9.5 mmol/L
Y Female: 3.1-8.8 mmol/L
serum/ 28 days - <6 months 0.8-5.3 mmol/L
Plasma
6 months - <1 year 1.1-5.9 mmol/L
Children8 1 - <2 years 2.3-6.7 mmol/L
Male: 2.7-7.0 mmol/L
2 - 18 years
Female: 2.5-6.5 mmol/L
. Male: 51.8-550 mmol/L
Random urine
Female: 47.1-581 mmol/L
Urine? 428-714 mmol/24h

24h urine corresponding to:
286-595 mmol/24h*

*Calculated from a urine volume of 1.5 L/24 h.
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The expected value is provided from reference, Mindray has verified it by
483 serum samples and 270 urine samples of people from China.
Each laboratory should establish its own reference intervals based upon its
particular locale and population characteristics since expected values may
vary with geography, race, sex and age.
Performance Characteristics
® Analytical Sensitivity
The Urea Kit has an analytical sensitivity of 0.9 mmol/L on BS-300.
Analytical sensitivity is defined as the lowest concentration of analyte that
can be distinguished from a sample that contains no analyte. It is calculated
as the value lying 3 standard deviations above that of the mean from 20
replicates of an analyte-free sample.
B Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 0.9-40 mmol/L
A high UREA concentration of serum/plasma sample (approximately 40
mmol/L) is mixed with a low concentration sample (<0.9 mmol/L) at
different ratios, generating a series of dilutions. The UREA concentration of
each dilution is determined using Mindray System, the linearity range is
demonstrated with the correlation coefficient r=0.990. The reportable range
of serum/plasma is 0.9-160 mmol/L.
For urine, the results of all samples should be multiplied by 15 through
auto-analyzer or manual dilution, the measuring range is extended.

m Precision

Precision was determined by following CLSI Approved Guideline EP05-A310,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-300 are summarized below*.

Specimen Type Mean Rsegeatablllty ;anthm-Lab
N=80 mmol/L L o
( ) ( /L) (mmot/t) V% (mmoiry V%

Control Level 1 7.94 0.05 0.62 0.09 1.16

Control Level 2 19.03 0.05 0.26 0.29 1.53

*Representative data, results in different instruments, laboratories may vary.

®m Analytical Specificity

The samples with different concentration interfering substance were
prepared by addition of interferent to human serum pools, and recovers are
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within £10 % of the corresponding control value to be considered as no
significant interference.

No significant interference was observed when the following substances
were tested for interference with this methodology. The data of interference
studies on BS-300 are summarized below.

N Interferent Analyte Relative
IS"::;‘::ZZ [ ration  C ration  Devi
(mg/dL) (mmol/L) (%)*
Ascorbic acid 30 7.80 +0.09
Hemoglobin 500 7.09 -0.19
Bilirubin 40 7.32 +1.55
Intralipid 500 7.21 -1.30

*Representative data, results in different instruments, laboratories may vary.
In very rare cases gammopathy, in particular type IgM, may cause
unreliable results!.

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A312 The Mindray System (Mindray BS-2800M/Mindray UREA Reagent)
(y) was compared with comparison system (BECKMAN COULTER AU5800/
BECKMAN COULTER UREA Reagent) (x) using the same serum specimens.
The Mindray System (Mindray BS-2800M/Mindray UREA Reagent) (y) was
compared with comparison system (Mindray BS-2000/Mindray UREA
Reagent) (x) using the same urine specimens. The statistical data obtained
by linear regression are shown in the table below *:

Sample Regression Fit Correlation Sample Concentration
Type o C ici ) (N) Range (mmol/L)
serum y=1.0003x+0.0075 0.9994 265 1.31-38.47
urine y=0.9627x+0.6672 0.9983 129 18.41-575.02

*Representative data, results in different instruments, laboratories may vary.

Result interpretation

The results could be affected by drugs, disease, or endogenous

substances!!-13, When the reaction curve is abnormal, it is recommended to

retest and check the result.

Warnings and precaution

1. Forin vitro diagnostic use only. For laboratory professional use.

2. Please take the necessary precautions for handling all laboratory
reagents.
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3. Please confirm the integrity of the package before use. Do not use the
kits with damaged packages. The reagents avoid direct exposure to
sunlight and freezing. The results cant be assured when stored at
inappropriate condition.

. If unintentionally opened before used, store the reagents tightly capped
at 2-8°C and protected from light, and the stability is equally to in-use
stability.

. Do not mix reagents with different lots and bottles.

Do not use the reagents beyond the expiration date and the in-use date.
Do not mix fresh reagents with in-use reagents.
Avoid the formation of foam.

. Instability or deterioration should be suspected if there are visible signs
of leakage, precipitates or microbial growth, or if calibration or controls
do not meet the insert and/or the Mindray System criteria.

. Reliability of assay results cannot be guaranteed if the instructions in this
package insert are not followed.

. Preservative contained. Do not swallow. Avoid contact with skin and
mucous membranes.

. When the reagents accidentally enter the eyes and mouth, or contact
with the skin, immediately wash with plenty of water. If necessary, visit
the doctor for further medical treatment.

10.Safety data sheet is available for professional user on request.

11.Disposal of all waste material should be in accordance with local

guidelines.
12.All human material should be considered potentially infectious.
13.All identified risks have been reduced as far as possible without adversely
affecting the benefit-risk ratio, and the overall residual risk is acceptable.

14.Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.
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Keep away from sunlight
Indicates a medical device that needs protection from light sources

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights
Reserved
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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Website: www.mindray.com
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Ha6op ans onpeaesieHNs MOYEBMHBI, C €

Y® metopn, ypeasa-rnyramaraernaporeHasa 0123
b Ansa ogop

N2 kar. Pasmep ynakoBku
105-000824-00 R1: 4x35 mn + R2: 2x18 mn
105-000863-00 R1: 6x40 mn + R2: 2x32 mn
105-004597-00 R1: 6x58 mn + R2: 3x32 mn

LleneBoe Ha3HaueHue

AHanus in Vitro 151 KOJIMYECTBEHHOIO OMNPEAEEHNSI KOHLEHTPALMM MOYEBMHBI
B CbIBOPOTKE, MN1a3Me 1 MOYe YenoBeka Ha XMMUIEeCKUX aHanusaTopax Mindray
cepuvn BS. OH npeaHasHayeH Ans NoMoLLM B AvarHoCTike 3abonesaHuin noyex.
Taloke OH MOXET UCTONb30BaTLCS NP AnddEPEHLIMaNLHOI AMarHOCTUKE TPeX
TWMOB  @30TEMAW: MPEPEHANbHOM, PEHANbHOM U  MOCTPEHANbHOM, ecn
VCMONb3YeTCs B COYETAaHUN C ONpPEAENEHNEM KPEaTUHIHA ChbIBOPOTKM.
KpaTtkas cnpaBka'?

MoueBIHa SIBNSIETCS KOHEYHBIM NPOAYKTOM KaTabo/naMa 6e/KoB 1 aMMHO(DEHOIOB.
OHa CHHTESMPYETCSl B LUMKNe 06pasoBaHMsi MOYEBMHbI B reuyeH. MoBbieHne
YPOBHS! MOYEBIHbI B KPOBW HAB/IIOAAETCA MPY YPEMUM W a30TeMiu.

Ons  onpejeneHus MNpUYMH - a30TeMMM  UCTIONIb3yeTCs  OAHOBPEeMEeHHoe
M3MepeHue YPOBHS MOYEBMHbI U KpeaTHMHa. MpepeHanbHas asoTemus MoXeT
Bbi3bIBATLCS ro/loAaHNeM, veMm, o KkaTabonusmMom
6enKkoB, MNPUEMOM KOPTU30M1@ WM CHWXEHMEM MOYEYHOro  KPOBOTOKA
(BCneacTene cepaeUHON HEAOCTATOUHOCTY MM HEXBATKM XMAKOCTM), MPY 3TOM
YPOBEHb KpeaTMHUHa OCTaeTCsi B HOMMHATbHOM AnanasoHe. MocTpeHaibHas
230TeMMS MOXET Bbl3bIBATLCA HWEM MOYeBbl nyTeii, npu
3TOM BO3pacTaeT ypoBeHb KpeaTHWHa W, B 6OsbLueit CTeneHn, MoYeBHHbI.
MpuHUMN aHanusa

Peakuus ¢ ypeasoi/rnytamataernaporeHasoi, Yo-metos

MouesmHa + 2H,0 ~22352 3, HNH,+ + COs>

a-keTornytaposas kucnota + NHa* + NADH % L-rnytamat + NAD* + H0
MoyeBuHa ruaponnsyeTca ypeasoii, U 0AuH 13 NpoaykTos, ammuak (NHs*),
cnoco6cTByeT npeo6pasosaHuio NADH B NAD* ¢ rnyTamataernaporeHasoit
(GLDH) B KkauyecTBe KaTanusaTopa. YMeHblUeHUEe TOrOWeHNs NpsiMo
NPOMOPLIMOHANBHO KOHLEHTPALMM MOYEBHHDI.

PeareHTbl n Thbl
Kap6oHaTHbIi 6ydep 5,00 Mmonb/n
RL, B-NADH, aByHaTpueBasi conb 0,41 mmonb/n
" a-KkeTonrytaposas Kucnota 13,70 mMmonb/n
A3na HaTpus 0,09%
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Tpuc-6ydep 400 mmonb/n
Ypeasa >20 kEQ/n
R2: GLDH >2 KEQ/n
A3va Hatpusi 0,09%

XpaHeHue n cTabunbHOCTb
Wcnonb3osatb A0 ncre4yeHnsa Cpoka roAHOCTN, yKasaHHOro Ha 3TMKeTKe, npu
XpaHeHnn B Hepacne4aTtaHHOM Buae npu 2-8°Cs 3alwuLeHHOM OT CBeTa MecTe.
nDVI NCNONb30BaHUM B aHanuM3aTope peareHTbl cTabunbHbl B TeyeHue 21
CYTOK NMpu XpaHeHuu B OX/1aXXAEHHOM COCTOSAHUU Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpsasHeHms.
He 3amopaxuBaiiTe peareHT.
OT60p 1 noaroToeka o6pasuos
B Tunbl o6pa3suos
B kayecTse Npo6 MOXHO MCMONb30BaTh CbIBOPOTKY, MNa3My C IMTUIA-renapuHoMm,
nnasmy ¢ ATA wnu Mouy.
Mepea BbINOHEHWEM aHanu3a nNpoby MoYn HEOEXOAWMMO PasBeCTU PacTBOPOM
NaCl 9 r/n (cdwvspactBOpoM) WM AWUCTWITMPOBAHHOM/ AEVOHN3UPOBaHHOM
BOZAOW (Hanp. 1+14), pe3ynbTaT HEO6XOAMMO YMHOXUTbL Ha 15.
® MoaroToBka NepeA aHanM3oM
1.Heo6x0AMMO 1CMONb30BaTL NOAXOASLUNE MPOGUPKN WM KOHTEHepbI Ans
c6opa npo6 M CneaoBaTb MHCTPYKUMAM UM3roToBWTens; wusberath
BO3/1€CTBUSA MaTepManos Npo6UpPoK UNM ApYrux KOHTeiHepoB Ans cbopa
npo6.
2.Mpo6bl CbIBOPOTKM/MNa3Mbl, COAepXaliMe 0Caaok, neped nposedeHueM
aHanMsa Heo6XxoAMMO LIeHTPUdYrMpoBaTh.
3.06pasubl nocne cbopa 1 NpeaBapuTesbHOM 06paboTKM ClenyeT NpoaHanunpoBaTh
KaK MOXHO cropee.
B CrabunbHOCTb Npo6bI?
CbiBOopoTKa/Mnasma:
7 AHei npn 15-25°C
7 nHeit npn 2-8°C
1 roa npwu (-25)-(-15)°C
Moua: Co6epuTe Mouy 6e3 KoHCepBaHTOB
2 pHa npu 15-25°C
7 AHeit npn 2-8°C
1 mecau npu (-25)-(-15)°C
Ans Gonee ANUTENbHOTO XpaHeHUs Npobbl HEOGXOAMMO 3aMOPO3UTL NP
Temnepatype (-20°C)%6. K crabunbHOCTM 06pasuoB 6bin ycTaHOBAEHbI
Npou3BOAMTENEM W/UNKM OCHOBaHbI Ha 3TafoHaX, Kaxaas naGopaTopus
[ONXHA YCTaHaBNMBaTb CBOW COGCTBEHHblE KPUTEPUM CTaBUILHOCTH
o6pasuos.
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MoaroroBka peareHToB

PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.

BbinonHsiiTe nnaHoBoe TexHuuyeckoe o6CNyXuBaHMe W CTaHAapTHble
onepauuy, BKIloYasi KaJMBPOBKY U @aHaiu3 CUCTEMbI, YTOGbI rapaHTMPOBaTh
paboToCNOCO6HOCTb aHANUTUHECKOW CUCTEMBI.

I . pble He B
1.06bI4Hble nabopaTopHble MaTepuansl: Pactsop NaCl B koHUeHTpauum 9 r/n
(cbusronornyeckuii pacTsop), ANCTUNNNPOBaHHAs/AENOHN30BaHHan BOAA.
2.Kanun6patop 1 KoHTponb: O3HakoMbTeCb C pa3fefioM MHCTpyKuuu ans

peareHTOB MO BbIMOMHEHNIO KaMEPOBKU 1 KOHTPONs KayecTsa.
3.Xumnyeckve awHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyaoBaHue obLIero HasHaYeHus.

Metoa T )
Napaverpsi XuUMUYecKkue aHanusaTopsl
BS-800
Twn aHanusa Kunetnyeckas
MHa BOJTHbI
(nepﬂJHai/BﬁopmuHan) 340/700 Hm
Hanpasnenne peakumnn YMeHblueHne
R1 200 mkn
Mpo6a unu kanuépaTtop 3 Mkn

Mepemelaiite, MHKYGUPYIiTe B Te4eHWe 2 MUHYT npu 37 C,
3aTem pobasbTe:
R2 50 mkn
TwaTtenbHo nepemeluaiite, UHKY6upyiTe npu 37°C B TeyeHue 90 c,
M3MepsiiTe 3HaueHMe Nor/iowWwaloLei CoCoGHOCTU HeNpPepLIBHO
B TeyeHue cneayowmnx 90 c. 3aTeM paccyuTaiite AA/MUH

MapaMeTpbl MOTYT OT/INYATLCS Ha PasHbIX XMMUUYECKUX aHanu3aTopax, npu
HEO6X0AMMOCTM  UX MOXHO MPOMOPUMOHANbHO — KOPPeKTUpoBaTh. [ns
XMMUYeCKuUX aHanusatopos Mindray cepun BS napaMmeTpbl Ans peareHToB
NpeaocTaBnsioTCs Mo 3anpocy. O6patMTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCANyaTalnn 3TUX aHann3atopos.
Kanun6poska
1.PekoMeHayeTca ucnonb3oBaTh kanubpatop Mindray (CblBOPOTOUHbIA

MynbTuKanuépartop: 105-001144-00 wumnu  apyrue  noaxoAsiimne

kanuépatopsl) 1 9 r/n NaCl ($hu3pacTsop) Ans ABYXTOUEHHO KannbpoBKY.

MHdopMaumio 0 npocnexnsaemMoctu CbiBOPOTOUHOrO My bTUKanuépaTopa

Mindray cM. B WHCTPYKUMM MO MCMONb30BaHWMIO Kanu6paTopa KoMnaHum

Mindray.
2.YacTtoTa kanu6posku
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Kanubposka xummnyeckux aHanusatopos BS-800 ctabunbHa B TeyeHue

npuénusmtensHo 14 cytok. [ns pasHbix nNpubopoB CTabuNbHOCTb

KanuMbpoBKW MOXET OTAuYaTbCs, Kaxzaow nabopatopum ciesyet

YCTaHOBUTb YacToTy KaﬂVIGpOEKVI B NapameTpax npleopa B COOTBETCTBUN

CO CBOMM DEXWUMOM MCNONIb30BaHUSA.

MoxeT nOHaﬂOGVIThCﬂ nosTOpHas KaﬂMGpOBKa npn  BO3HUKHOBEHWUU

cneayrowmnx obcTosTenbCTB:

. I'Ipvl W3MEHeHUWN NapTuKn pearexHTa.

« CornacHo Tpe6oBaHWIO COGMIOAAEMbIX MPOLEAYP KOHTPONS KauyecTsa
win  npu  BbiIXoae 3HaYeHuin ANA  KOHTPONbHOro Martepuana 3a
AonycTuMble npeaens.

o Mpn  BLINONHEHWM  KOHKPETHOW Mpoueaypbl MO TeXHUYECKOMY
OGCJTY)KVIEBHVIIO Wnn  yCTpaHeHUK HencnpaBHOCTU BMOXUMUYECKNX
aHanM3aTopos.

3.3HaueHus ansa KaﬂVIsDaTODa 3aBMCAT OT NapTMM U COOTBETCTBYHOLWUX
Mmoaenei, y B Tabnuue .

KoHTponb kavectBa

.PEKOMEH[JVETCH ncnone3oBaTb KDHTpDﬂbeM matepuan Mindray

(KNMHUKO-XMMUYECKMIA MYNTbTUKOHTPOSII 105-009119-00,

105-009120-00 unu Apyroii NOAXOAALWMIA KOHTPONbHbIV MaTepuan) ans

npoBepku  3GMEKTUBHOCTU  NPOLEAYPbl U3MEPEHUS; OMONIHUTENBHO

MOXHO MCMO/b30BaTh APYrie NOAXOASILME KOHTPOIbHbIE MaTepuabl.

2.PeKOMeHAYeTCA UCMO/Ib30BaTh ABA YPOBHS KOHTPOJIbHbIX MaTepnanos Ans
aHanMsa Kaxaoi naptum obpasuos. Kpome Toro, cneayeT aHannsmposaTh

KOHTPO/bHBbIV MaTepUan C KaxAoi HOBOM KanMBPOBKOW, C KaXAbIM HOBbIM

KapTpUAXKeM C peareHTaMuM W MOCAe  OMpeAeneHHbIX  npoueayp

TEXHNYECKOTO OBCNYXMBAHNS MW YCTPAHEHMS! HEUCMPaBHOCTEN, Kak

NoAPO6HO ONWUCaHO B COOTBETCTBYIOLIEM PYKOBOACTBE MO IKC/yaTaumm

cucTeml.

3.B kaxaoii naGopaTopun CneayeT yCTaHOBUTb COGCTBEHHYKD Cxemy
KOHTPONIS KauecTsa M NOPSAAOK BbIMOHEHNS KOPPEKTUPYIOWUMX AECTBIN,
€C/M KOHTPONbHbIE MaTepuanbl He BOCCTAaHaBAMBAlOTC B npeaenax
AONYCTUMBIX OTKNOHEHMIA.

Pacuer

XuMudeckuii aHanusatop cepun BS onpeaensieT MaMeHeHue nornoueHns

(DA/MUH) M aBTOMATUYECKM PACCUUTLIBAET KOHLIEHTPALIMIO MOYEBMHbI ANs

KaXAoW npobbl C YyKa3aHHOW KanuMGpOBOYHOW KPUBOK, MONYYEHHO

B npouecce KanuGposku.

KoadbduuneHT npeobpasosanus: MMonb/n x 6,006= mr/an.

PassepneHune

Ecnn 3HaveHue npobbl npesbiwaer 40 MMonb/n, npoby Heo6xoanMO

-
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passectu pactsopom NaCl 9 r/n (cduspacrsop) (Hanp. 1+3) “ NOBTOPUTL
aHanus; Nony4YeHHblin pesynbTaT YMHOXUTb Ha 4.

np
Tun npo6e! p
MyxunHbl: 3,1-8,0 MMons/n
20-59 ner
KeHuwHbI: 2,6-7,5 MMons/n
Bapocnsie’
MyxunHbl: 3,6-9,5 MMons/n
60-79 net
KeHuwHbi: 3,1-8,8 Mmons/n
CoiBopoTKa
P 28 Areit - <6 mecsues  0,8-5,3 MMonb/n
Nnasma
6 mecsues - <1roga _ 1,1-5,9 Mmons/n
Nem® 1- <2 ner 2,3-6,7 Mmonb/n
MyxunHbl: 2,7-7,0 uMons/n
2-18 ner
KeHUWHbI: 2,5-6,5 MMons/n
j MysxunHbl: 51,8-550 mMons/n
Chyuaiiras Moua
KeHuwHb1: 47,1-581 Mmons/n
Moua®

428-714 mmonb/24 4
cooTBeTCTBYET:
286-595 MMonb/24 4*

CyToyHas mova

*PaccumntaHo n3 obbema Moy 1.5 1/24 4.

OXMaaeMoe 3HaueHne MONYYEHO MPU UCMOL30BAHNM 3TaoHa, KOMNaHWs
Mindray noaTBepamna ero Ha 483 npo6ax CbiBOpPOTKM M 270 npobax Mouu,
B3ATbIX y NtoAeN u3 Kutas.

Kaxpas na6opaTopusi [AOMKHA yCTaHaBNMBaTb CBOM COGCTBEHHbIE
pedepeHCHbIe NHTEPBabl B 3aBUCMMOCTY OT €€ KOHKPETHOTO PacroNOXeHNst
1 NOMYNSLMOHHbIX XapaKTePUCTUK, MOCKOMbKY MpeAnonaraeMble 3HaueHus
MOTYT OTIMYATLCS B 3aBUCMMOCTM OT reorpadui, packl, nona v Bospacra.
Pa6oune xapaKTepucTukm

B AHanMTUuYecKas YyBCTBUTE/IbHOCTL

AHanuTyeckas UyBCTBUTENbHOCTL HaBop Ans onpeaeneHns MoueBuHbl Ha
BS-300 coctaBnsier 0,9 MMOnb/n. AHanUTMYECKas YyBCTBUTENbHOCTb
onpeaensieTcsi kak HauMeHblUas KOHUEHTPaUWs aHanuTa, No KOTOPOi MOXHO
OTNNYUTL 06pasell, He COAEPXaLUMil STOT aHanuT. OHa PaccuMTLIBAETCS Kak
3HaueHMe, Ha 3 CTaHAAPTHBIX OTKIOHEHNS NPeBbl cpenHee 3
noflyyeHHoe 3 20 MOBTOPHbIX aHanM3oB He coaepxallero
aHanu3MpyeMoro BellecTsa.

npo6bl,

® [lnanasoH usMepeHui
Cuctembl Mindray cepumn BS obecneunBaioT CleayoLmii AnanasoH SIMHERHOCT:
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Tun npo6bi

CbiBOpOTKa/nnasmMa 0,9-40 mmonb/n

Mpo6a c BblcokoW KoHLeHTpauveit MOYEBUHbBI B npo6e cbiBOPOTKK/ Nnasmbl
(npubnusutenbHo 40 MMonb/n) cMewuBaeTca C npo6oi C  HWU3KOMN
KOHLeHTpauvein (<0,9 MMONb/N) B pasHbiX COOTHOLIEHUSIX, B pe3ynbTaTe
nonyyaercs cepus pasBefieHnid. KOHUEHTPauus MOYEBWHbI Kaxaoro
pasBezieHns onpefenseTcs C MoMOWbI cucTembl Mindray, AvanasoH
JINHEAHOCTN AeMOHCTpupyeTcs ¢ koadduumneHTom koppensuum rx0,990.
Peructpupyemble aAvanasoH B CbiBOPOTke/mnasme cocTasnser 0,9-160
MMoOnNb/N.

[Ans Moun pesynbTaThl Bcex Npo6 ceayeT yMHOXaTb Ha 15 nockonbky npn
aBTOMAaTMYECKOM aHanuse WAW PYYHOM pasBeAeHWW AManasoH U3MepeHns
pacwmpseTcs.

B MpeunsnmoHHOCTbL

MpeunsnoHHOCTL OMpeieNisinacs C NOMOLLbIO CIeAYIOLIEro 0A06PEeHHOMo
CLSI pykoBoacTBa EP05-A310, kaxaas npoba aHanusuposanack no 2 pasa
3a oAHy o6paboTky, 2 obpaboTku B cyTku, Bcero 20 cyTok. [laHHble
NPeLn3NOHHOCTU KOHTPOJIbHbIX MaTepuanos Ha BS-300 npuBeaeHbl HUXe™.

Twun o6pasuos CpeaHee

(N=80)  (mmome/m) 5P oo, SP o cyo
(MMonb/n) (Mmonb/n)
KoHTponbHbIii yposeHb 1 7,94 0,05 0,62 0,09 1,16
KOHTPOnbHbIiA ypoBeHs 2 19,03 0,05 0,26 0,29 1,53
AaHHblE, Ha pasHbIX MpuBOPax 1 B PasHbIX

N1abopatopusix MOryT OT/INYaTLCA.

B AHanuTMueckas cneunduyHoCTb

Mpo6bl C pasfM4HOi KOHUEHTpauMei Melalowero BewecTsa roTOBMIM
nyTeM AO0GaBfeHWs Melalolero KOMMOHEHTa K MynaM 4esoBeuyeckoit
CbIBOPOTKM, M OTCYTCTBMEM 3HAUMMOTO MEeLIaoWero BO3AENHCTBUS CUNTaNoCh
BOCCTaHOBNeHWe B npeaenax £10% OT COOTBETCTBYIOLWIEr0 KOHTPOSbHOMO
3HaUEHNs!.

He HabnwoAanu 3HauMMOro MeLalolero BO3AEHCTBUA yKasaHHbIX Aanee
BelecTs NpU MCCNEA0BaHWUAX BMECTe C HUMM C MCMO/b30BaHWEM AaHHOM
METoA0N0rMK. [laHHble UCCNefoBaHUs MELLaloWmnX MaTepuanos Ha BS-300
npuBeAeHb! HiKe.
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—

Mewarowee KOHUEeHTpauusa aHanuta OTK/IOHEeHue
sewecrso (mr/an) (MMons/n) (%)
Ackop6uHOBast kvCToTa 30 7,80 +0,09
remornobuH 500 7,09 -0,19
Bunupy6uH 40 7,32 +1,55
UnTpanunua 500 7,21 -1,30

*PenpeseHTaTUBHbIE AGHHBIE, PE3YIIbTaTbI, MOMYYEHHbIE HA Pa3HBIX MIPUEOPAX
U B pasHbIX 1a60PATOPUSX MOTYT OTAMYATHCA.

B ouyeHb peakux cnyyasx ramMmonaTtus, B 4acTHoCcTM Tun IgM, Moxer
NPUBECTU K HEHaAEXHbIM pesybTatam!l,

u CpaBHeHWe MeTo/10B

Wccneposanus KOppefunn BbINOHANUCE C UCNONb30BaHWeEM OIJOSDSHHO"O
CLSI pykoeoactea EP09-A3'2, Cuctema Mindray (Mindray BS-2800M/peareHT
Mindray UREA) (y) cp: b C CUCTEMOVA Cpi (BECKMAN COULTER
AU5800/peareHT BECKMAN COULTER UREA) (X) C WCrionb3oBaHMeM
OAVHAKOBbIX  06pasuoB CbIBOPOTKMU. Cuctema Mindray  (Mindray
BS-2800M/PeareHT Mindray UREA) (y) cpaBHMBanach C CUCTEMOI CpaBHeHUs
(Mindray BS-2000/PeareHT Mindray UREA) (X) € Ucrnonb3oBaH1eM 0ANHaKOBbIX
06pasLioB Moum. CTaTUCTUYECKWE AaHHbIE, NOMTyYeHHbIE TMHEITHO I perpeccueil,
nokasaHbl B Tabnuue Hwke* :

Tvn YpaBHeHne Koacdduument Mpoba Avanason
npo6bi perpeccumn koppensiumm (r) (N) KoHueHTpaun
(MMonb/n)
chiBopoTka y=1,0003x+0,0075 0,9994 265 1,31-38,47
Moua  y=0,9627x+0,6672 0,9983 129 18,41-575.02

*Penpe3eHTaTBHbIE AaHHbIE, PE3y/bTaThl, M0/ly4YeHHble Ha pasHbiX Mpu6opax

U B pasHbIX N1a6opaTopusix MOryT OTINYATLCA.

WHTepnpeTtauus pesynbTaToB

Ha pesynbTaTbl MOryT BAUSTL IEKApCTBEHHbIE CPEACTBA, 3a60NeBaHUs WK

SHAOreHHble Bewectall:13, Ecnu rpaduk peakuun OTKIOHSETCs OT

HOPMa/IbHOMO, PeKOMeHIyeTCs MPOBECTU NOBTOPHbINA aHaNn3 U NpoBepUTL

pesyneTar.

Mpeaynp U Mepbl Np: TOp ™

1. Tonbko Ans  AvarHoctTMkM in  vitro. [Ans  npodeccuoHanbHoro
NabopaTopHOro MPUMEHEHNS.

2. Heo6x0anMo co6/110AaTL Mepbl NPeAoCTOPOXHOCTH NpU paboTe co Bcemm
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nabopaTopHbLIMK peareHTamMu.

. Y6eanTech B LLENOCTHOCTU YNakoBKy nepes Ucrnosb3osaHneM Habopa. He

WUCnonb3yitTe  Habopbl C  MOBPEXAEHHOW YynakoBKOW. MWcknounte

EOSIJEVICTEVIE Ha peareHTbl npAMOro CONHEYHOro ceeTa n nx

3aMopaxuBaHue. I'Ipvl HeCOﬁnIOAeHVIVI COOTBETCTBYHOLWNX YCHOBVII‘/'I

XPaHeHUs1 peareHToB NoJly4YeHne KOPPEeKTHbIX pe3yNbTaToB aHalin30B He

rapaHTupyercs..

Ecwm peareHTbl b HenpeaHaMepeHHO OTKPbITbl A0 WCNO/Ib30BaHWUA,

XpaHUTe UX NNOTHO 3aKpbITbiIMKU NpU TemMnepaType 2-8°Cwu 3awuueHHbIMK

oT cBeTa. B 3TOM cyyae ux cTabunbHOCTb He OTIMYaETCs OT CTabUbHOCTU

Npy UCNONb30BaHUN.

He uonchaVlTe CMelnBaHMA peareHToB U3 pasHbIX nap'rw? n d)ﬂaKOHOE.

He VICnOﬂh3yVITe peareHTbl NOCNe UCTEYEeHUs UX CPpOKa rogHOCTU U AaTbl

W“cnonb3oBaHus. He nonyckaﬁrre CMELMnBaHMA CBEXWUX peareHToB C yXe

NCNONb3yEeMbIMU.

WN36eraiiTe 06pasoBaHns NeHbI.

Cneayer oXuaaTe NOTEPIO CTabWIBLHOCTU WM yXy/LIEHUE KayecTsa npu

Ha/ M4 BUOAMMbBIX NPU3HAKOB YTe4Yku, BbiNadeHuss OCaaKoB WM pocta

MKPOOPraHM3MOB, a Taloke eC/v KalMBPOBKa WM KOHTPO/bHbIE OnpeneneHms

He COOTBETCTBYIOT M, Y B JIUCTK wwwm ans

cucrembl Mindray.

HanexHocTb pesynbTaTtoB aHanusa He rapaHTupyeTcs B Ciydae

HeCco6I0AeHNA MHCTPYKU NI, NPUBEAGHHbIX B AAHHOM INCTKe-BKNaAbIWE.

. ConepXxuT KOHCepBaHT. 3anpellaeTcs npornaTtbiBaTh. M3beraiite

KOHTaKTa C KOXeil U CIM3UCTLIMIA 060/104KaMM.

Mpy cyyaiiHoM NonaaaHum peareHTa B rasa Wik poTOBYHO NOMOCTb, @ Takxke

Ha KOXY HEMESIEHHO OBWIbHO MPOMOVATE MOPaXeHHbIE Y4aCTKu 6OMbLIMM

KOSIMYECTBOM Bozbl. MpU HEOBXOANMOCTM 0BpaTUTECh K Bpady ANs MOsyueHNs

MEAMLIMHCKO# MOMOLLM.

10.MacnopT 6e30nacHOCTM MaTepuana npeaoCTaBNseTcs NpodeccoHanbHoMY
ro/1b30BaTENIO MO 3aMpocy.

11.YTUAn3aumns Bcex 0TX0A0B A0JXKHA NPON3BOANTLCA B COOTBETCTBUN
C MEeCTHbIMM NpaBunamu.

12.Becb uenoBeveckwit MaTepuan CNneayeT CuuTaTb  MOTEHUMabHO
MHMEKLNOHHbIM.

13.Bce BbIIBNEHHbIE PUCKY BN CHIKEHBI HACTONBKO, HACKOBKO STO BO3MOXHO
6€3 HEraTMBHOrO BAMSHWSI Ha COOTHOLIEHWE MOMb3bl M pUCKa, U OB
OCTATOUHBIN PUCK SIBNSIETCS MPUEMNIEMBIM.

14.0 Nlo60M Cepbe3HOM MHUMAEHTE, MPOM3OWeEAWeM B CBS3U C 3TUM
YCTPOIACTBOM, HEO6X0AMMO COO6LaTL MPOU3BOAUTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPOI OTHOCUTCS MO/b30BATENb W/UM MALMEHT.
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YcnosHbie 0603HaueHns
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