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Intended Purpose
In vitro test for the quantitative determination of Uric Acid (UA)
concentration in human serum, plasma and urine on Mindray BS series
chemistry analyzers. It is intended to be used for diagnosing and monitoring
therapeutic effect of hyperuricemia. It could also be used for aiding to
diagnose renal diseases.
Summary'?
Uric acid is synthesized in liver and excreted via kidney, and it is the final
products of the purine metabolism. The most common complication of
hyperuricemia is the formation of urate crystals, which is called tophus,
around the joints. Further causes of elevated blood concentrations of uric
acid are renal function disease, starvation, drug abuse, toxicosis, malignant
tumour, increased alcohol and incretion disorders. Reasons of Hypouricemia
are hereditary metabolic disorders, renal diseases, severe hepatic diseases
and drug effects.
Assay Principle
Uricase-Peroxidase (Uricase-POD) method

Ascorbate oxidase
Ascorbic acid + Oy =3 dehydro-ascorbic acid + H,0

Uricase

Uric acid + 2H;0 + O === Allantoin + CO; + H0;

TOOS + 4-AAP + 2H,02 + H*% Quinoneimine + 4H0

By using ascorbate oxidase to eliminate the interference of ascorbic acid, the
uric acid is catalyzed to produce H20,, which oxidizes the 4-Aminoantipyrine
to yield a colored dye of quinoneimine. The absorbency decrease is directly
proportional to the concentration of uric acid.

4-APP: 4-Aminoantipyrine

TOOS: N-ethyl-N-(2-hydroxy-3-sulfopropyl)-m-toluidine sodium
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C
Potassium phosphate monobasic 40.0 mmol/L
Potassium phosphate dibasic 78.6 mmol/L
R1: 4-Aminoantipyrine 1.2 mmol/L
Ascorbate acid oxidase >1 KU/L
ProClin300 0.05%
Potassium phosphate monobasic 40.0 mmol/L
Potassium phosphate dibasic 78.6 mmol/L
TOOS 2.4 mmol/L
R2:
Peroxidase >1 KU/L
Uricase >2 KU/L
ProClin300 0.05%

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 28 days when refrigerated on

the analyzer.

Contamination must be avoided.

Do not freeze the reagent.

Specimen collection and preparation

m Specimen types

Serum, lithium heparin or sodium heparin and 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+ 9), the result should be

multiplied by 10.

®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. Specially, assay urinary uric acid as soon as
possible. Do not refrigerate the urine sample.
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m Sample Stability*
Serum/Plasma:

3 days at 15-25°C

7 days at 2-8°C

6 months at (-25)-(-15)°C

Urine: Stability upon NaOH addition (pH > 8.0), 4 days at 15-25°C
For longer storage periods, serum/plasma samples should be frozen at
(-20°C)>. 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.
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-2000 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 546/700 nm
Reaction direction Increase
R1 192 uL
Sample or Calibrator 4 L
Mix, incubate at 37°C for 5 min, read the absorbance A1, then add:
R2 48 L

Mix thoroughly, incubate at 37°C for 5 min, read the absorbance A2,
Then calculate AA=(A2-Al)
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.
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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.

2.Calibration frequency
Calibration is stable for approximately 28 days on BS-2000 chemistry
analyzers. The calibration stability may vary on 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.

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

AA=(A2-Al) sample or calibrator.

C sample = (AA sample/AA calibrator) xC calibrator.

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

calculates the Uric Acid (UA) concentration of each sample automatically

after calibration.

Conversion factor: mg/dL x 59.5=pmol/L.
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Dilution
If the value of sample exceeds 1500 pmol/L, the sample should be diluted
with 9 g/L NaCl solution (saline) (e.g. 1+4) and rerun; the result should be
multiplied by 5.
Expected value®
Sample Type Units
Male: 3.4-7.0 mg/dL (202-416 pmol/L)
Female: 2.4-5.7 mg/dL (142-340 umol/L)
First morning urine 37-92 mg/dL (2200-5475 pmol/L)
200-1000 mg/24h (1200-5900 umol/24h)
24h urine corresponding to:
13-67 md/dL (773-3986 umol/L)*
*Calculated from a urine volume of 1.5 1/24 h.
The expected value is provided from references, Mindray has verified the
serum expected values by 302 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 Uric Acid Kit has an analytical sensitivity of 20.8 umol/L on BS-2000.
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.
® Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 20.8-1500 umol/L

Serum/Plasma

Urine

A high UA concentration of serum/plasma sample (approximately 1500
umol/L) is mixed with a low concentration sample (<20.8 pmol/L) at
different ratios, generating a series of dilutions. The UA 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 20.8-7500 umol/L.

For urine, the results of all samples should be multiplied by 10 through
auto-analyzer or manual dilution, the measuring range is extended.
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® Precision

Precision was determined by following CLSI Approved Guideline EP05-A37,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls and human samples on BS-2000 are
summarized below*.

B ity Within-Lab
Specimen Type Mean sD SD
(N=80) (umol/L) (umol/L) CV % (umol/L) CcV %
Control Level 1 314.83 1.33 0.42 3.76 1.19
Control Level 2 587.01 2.38 0.41 3.49 0.59
Serum 1 107.11 0.96 0.90 1.40 1.31
Serum 2 512.12 1.85 0.36 4.70 0.92
Serum 3 642.37 2.25 0.35 5.08 0.79

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

® Analytical Specificity

The samples with different concentration interfering substance were
prepared by addition of interferent to human serum pools, and recovers are
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-2000 are summarized below.

N Interferent Analyte Relative
Interfering N N P
Substance Concentration Concentration Deviation

(mg/dL) (pmol/L) (%)*

Ascorbic acid 15 219.64 -2.29
Hemoglobin 250 218.68 -0.90
Bilirubin 20 215.69 -0.80
Intralipid 500 228.45 -5.33

*Representative data, results in different instruments, laboratories may vary.
Acetaminophen metabolite N-acetyl-p-benzoquinone imine(NAPQI) and N
Acetylcysteine that is frequently used as an antidote to Acetaminophen
intoxication may cause falsely low results independently.

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results®.

m Method Comparison

Correlation studies were performed using CLSI Approved Guideline
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EP09-A3°. The Mindray System (Mindray BS-240/Mindray UA Reagent) (y)
was compared with comparison system (Roche cobas c701/Roche UA
Reagent) (x) using the same specimens. The statistical data obtained by
linear regression are shown in the table below*:

Sample | ression Fit Correlation Sample  Concentration
Type Coefficient (r) _ (N) Range (umol/L)

serum  y=1.0421x-24.53 0.9927 108 66.96-1274.85

urine  y=0.9618x+50.735 0.9989 105  248.41-14444.18

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

The results could be affected by drugs, disease, or endogenous
substances®1%. 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.

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 can’t be assured when stored at
inappropriate condition.

4. 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.

5. 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.

6. 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.

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

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

9. 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.

2024-04, English 1-7 P/N: 046-024173-00 (4.0)



UA mindray

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.

15.This kit contains components classified as follows in accordance with the
Regulation (EC) No 1272/2008:

Warning

H317 I May cause an allergic skin reaction.

H412 I Harmful to aquatic life with long lasting effects.

Prevention:

P280 Wear protective gloves and protective clothing.

P261 Avoid breathing mist/vapours/spray.

P273 Avoid release to the environment.

P272 Contaminated work clothing should not be allowed out
of the workplace.

Response:

P302+P352 IF ON SKIN: Wash with plenty of water.
If skin irritation or rash occurs: Get medical advice/
attention.

P362+P364 | Take off contaminated clothing and wash it before reuse.
Disposal:

P333+P313

Dispose of contents/container to authorised hazardous
P501 or special waste collection point in accordance with any
local regulation.
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Graphical symbols

C€.. [l &

InVitro Diagnostic  Unique device European  Consultinstructions  Use-by
medical device identifier Conformity For use date
Authorized representative in Temperature Catalogue
Batch Code
the European Community limit Manufacturer o per

Az
AN
a
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.
Address: Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, Shenzhen, 518057, P. R. China
E-mail Address: service@mindray.com
Website: www.mindray.com
Tel: +86-755-81888998; Fax: +86-755-26582680
EC-Representative: Shanghai International Holding Corp.
GmbH(Europe)
Address: EiffestraBe 80, Hamburg 20537, Germany
Tel: 0049-40-2513175; Fax:0049-40-255726
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Ha6op ans 7 1, C €
YPMKa3HO-NepoKCUAasHbIi MeToa 0123
op Ans ogop
N2 kar. Pasmep ynakoBku
105-000848-00 R1: 4x35 mn + R2: 2x18 mn
105-000887-00 R1: 6x40 mn + R2: 2x32 mn
105-001623-00 R1: 6x57 mn + R2: 3x32 mn

LieneBoe Ha3HaueHue

AHanu3 in vitro AnA KONMYECTBEHHOTO ONPEAENEeHNs KOHLUEHTPaLUMn MoYeBoi
kucnotel (UA) B CbIBOPOTKE, MiasMe M Mouye YenoBeka Ha XUMUYECKUX
aHanusatopax Mindray cepuv BS. 3T0T aHanu3 npeaHasHaveH Ans
[AMarHoCTMKM M MOHWTOPWHra  TepanesTMdeckoro 3ddekTta neyeHus
runepypukeMii. OH TakKe MOXET UCTIONb30BATLCS A1t MOMOLLM B ANarHOCTUKe
3abonesaHuii novex.

KpaTtkas cnpaBka'?

MoueBasi KNC/IOTa CUHTE3WPYETCA B NMeYeHU 1 BbIAENSETCA Yepes Moyku, OHa
ABNAETCA KOHEYHbIM MpOAYKTOM MeTabonusma nypuHoB. HauGonee
pacnpocTpaHeHHbIM  OCIOXKHEHWeM  MpW  TWNepypukemMun  sBnseTcs
obpasoBaHue B CycTaBax KpUCTannoB ypaTta, T.H. Todycos. [pyrumu
NPUYMHAMW  MOBBIWEHHOrO COAEPXaHUS B KPOBM MOYEBOW  KMCIOTbI
ABNAIOTCA HapyleHWe MoYeyHol hyHKUWK, ronoaaHmue, 3noynotpebneqme
NeKapCTBeHHbIMM  CPEACTBAaMM, TOKCWMKO3, 3/10KaUaCTBEHHbIE OMyX0su,
NOBbLILEHHOE COAePXaHNe arkoroNs U HapylleHne BHYTPEHHel cekpeunn.
MprYMHaMK FMNOYpPUKEMUM ABNSIOTCA HAaCNeACTBEHHbIE HapyLueHUs o6MeHa
BelecTs, 60/1€3HM Noyek, cepbesHble 3a6oNeBaHns NeYeHn u BosaeiicTene
NeKapCTBeHHbIX NpenapaTos.

MpuHunn aHanusa

Peakuus ¢ ypukasoii-nepokucaasomn

AckopbaTokcuaasa
ACKOPGUHOBASH KUCNIOTA + O = /1€ 11PO-ACKOPGUHOBAS!
kucnota + H0

Ypukasa,

MoueBast KCNOTa + 2H,0 + Oy === ANNaHTOUH + CO2 + H202

POD (nepokcuaasa),
TOOS + 4-AAP + 2H,0> + H*é XUHOHUMUH + 4H20
Tpy MCNONb30BaHNM ackopBATOKCHAA3LI ANS UCKIIOYEHNS BNMAHMS acKOP6UHOBOM
KMC/OTLI, MOUeBasi KUCIOTa KaTanmsupyeT obpasosaHme Hx0,, koTopasi okucnseT
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4-aMMHOAHTUMMPUH C 06pa3oBaHMEM OKPALLEHHOTO XWHOHWMMHA. YMeHblueHne
MOrTIOWEHSI MPSIMO MPOMOPLIYOHABHO KOHLIEHTPALIMN MOYEBOM KMCIIOTBI.
4-APP: 4-aMWHOAHTUMUPUH

TOOS: N-3mn-N-(2-rmapokcu-3-cynbGonponun)-m-TonyuanH Hatpus
PeareHTbl u Tbl

Kanus docdart oaHo3aMelleHHbIR 40.0 mmonb/n
Kanus docdat ABy3amMelleHHbI 78.6 mmonb/n
R1: 4-aMUHOAHTUMUPUH 1.2 mmonb/n
Ackopb6aTokcmaasa >1 kEa/n
ProClin300 0,05%
Kanus docdat oaHo3aMelLeHHbIR 40.0 mmonb/n
Kanus docdat ABy3aMelleHHbI 78.6 mmonb/n
R2: TOOS 2,4 mmone/n
Mepokcnpasa >1 kEa/n
Ypwukasa >2 kEa/n
ProClin300 0,05%

XpaHeHue n cTabunbHOCTL

MCnonb30BaTh 0 MCTEYEHNsi CPOKA FOAHOCTU, YKa3aHHOTO Ha 3TUKeTKe, npu

XPaHEeHUM B HepacneyaTaHHoM Bue npy 2-8°C B 3aLLMLIEHHOM OT CBeTa MecTe,

Mpu 1CroNbL30BaHNM B aHanM3aTope peareHTbl CTabWiibHbl B TeueHne 28

CYTOK MPU XpaHEHNUM B OX@X/AEHHOM COCTOSIHUN Ha aHanusaTope.

Heo6xoanMo nsberaTb 3arpsasHeHmns.

He 3amMopaxwuBaiiTe peareHT.

OT160p M NnoaroToeka o6pasuyos

® Tunbl o6pasuos

B KauecTse Npo6 MOXHO WCTIO/b30BaTb ChIBOPOTKY, MNasMy C IMTUMA-renapuHoM,

C HaTpuii-renapuHomM, ¢ DTA, nnn Mouy.

TMepes BbINONHEHMEM aHanM3a NPo6y MOUM HEOBXOAUMO Pa3BECTU PACTBOPOM

NaCl 9 r/n (duspactBOpoM) WM AWUCTUANUPOBAHHOW/ AEMOHU3UPOBAHHON

BOAOM (Hanp. 1+9), pe3ynbTaT HEO6X0AUMO YMHOXWTL Ha 10.

® lMoaroToBka Nepea aHanM3oM

1.Heo6x0AMMO MCMO/b30BaTL NOAXOASLUME NPOBUPKN UK KOHTEHepb! Ans
c6opa npo6 M CneaoBaTb MHCTPYKUMSIM UM3rOTOBUTENs; Wu3GeraTb
BO3/eMCTBMSA MaTepuanos NPo6UPOK MK APYrX KOHTEHepoB ans cbopa
npo6.
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2.Mpobbl CbIBOPOTKW/MNA3Mbl, coepxallime ocafok, nepen nposeseHUEM
aHanusa Heo6xoaUMO LeHTpudyruposaTh.
3.06pa3subl nocne cbopa U npeasapuTenbHoit ob6paboTku cneagyet
npoaHann3npoBaTh Kak MOXHO ckopee. B oco6eHHoCTM, aHanus npo6
MOUYM HEOBXOAMMO BbIMONHATL Kak MOXHO BbicTpee. He 3amopaxusaiite
npo6bl Moun.
m Cta6unbHOCTb Npo6bI*
CbiBopoTka/Mnasma:
3 aHAa npu 15-25°C
7 nHeli npu 2-8°C
6 mecaues npw (-25)-(-15)°C
Mova: CrabunbHocTb npu fobasnernn NaOH (pH > 8,0), 4 anst npu 15-25°C
[Ansi 6onee ANUTENBHOMO XpaHEHMsi NPO6bl CbIBOPOTKM/MN1asMbl HEO6XOAMMO
3aMopo3nTL Npw Temnepatype (-20°C)5. Tpe6oBaHUs K CTabUNbHOCTU Npo6
66l YCTAHOB/IEHbI MPOM3BOAUTENEM W/WIM OCHOBaHbI Ha 3TanoHax;
Kaxaasi nabopaTopus 0KHA yCTaHaBNNBaTb CBOW COBCTBEHHbIE KPUTEPUM
cTabunbHOCTM Npo6.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCNONb30BaHMIO.
BbiNonHAiTe nnaHoBoe TexHWYeckoe OBCNyXWBaHME U CTaHAapTHble
onepauuy, BKIloyas KanubpoBKy M aHanus CUCTeMbl, YTO6bI rapaHTMPOBaTL
paboToCcnOCO6HOCTL aHANNTUHECKO CUCTEMBI.

I P pbie He np B P

1.06bl4Hble NabopatopHble Matepuanbi: PactBop NaCl B koHueHTpauuu 9 r/n
(cbvsronornyeckmii pacTBop), AVCTUINMPOBaHHAS/ AEMOHN30BaHHas BOAA.

2.Kanu6patop n KoHTposib: O3HaKOMbTECh C Pa3fesoM MHCTPYKUMM Ans
peareHTOB Mo BbINOSHEHNIO KanMEPOBKY 1 KOHTPONs KadyecTsa.

3.Xumunyeckne aHanusatopbl Mindray cepun BS u nabopatopHoe
060pyAoBaHme oBLLero HasHaueHus.
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MeToanKa KONMYECTBEHHOro aHanusa
Xumuueckue aHanusaTopsbl

MapameTpbl BS-2000
Tun ananusa MeToz KOHEYHOW ToHKM
1Ha BOJTHbI
(nepBﬂlﬂHaZ/B:opmuHaﬂ) 546/700 Hm
HanpasneHnve peakuwn Ysenuuenue
R1 192 mkn
Mpo6a wnn kanubpatop 4 Mkn

Cwmelwaiite, uHKy6upyiiTe npn 37°C B TedeHue 5 MUH, onpeaennTe
nornouwexune Al, 3atem aobasbTe:
R2 48 mkn
TwaTenbHo nepemeluaiite, MHKyGupyiTe npu 37°C B TedeHue 5 MUH,
onpeaenuTte nornoujeHne A2, 3atem paccyutaiite AA=(A2-Al)
I’]apaMe‘rphl MOTYyT OT/IN4ATLCA Ha pasHbIX XMMUYECKUX aHanusatopax, npu
Heo6X0AIMMOCTM WX MOXHO MPOMOPLMOHaNbHO KOppekTMpoBaTb. [ns
XUMUYECKMX aHanusaTopoB Mindray cepuv BS napameTpbl Ans peareHToB
npefocTapnsloTcA  no  3anpocy. OBpaTuTeCch K - COOTBETCTBYIOWEMY
PYKOBOACTBY MO 3KCMIyaTaUMM 3TUX aHann3aTopos.
Kanu6poBka
1.PekomeHayeTcs umcnonb3osaTb kanubpatop Mindray (CblBOPOTOYHBIN
MynbTUKanuépaTop: 105-001144-00 wmnn  Apyrue  noaxoasiwe
kanuépatopel) 1 9 r/n NaCl (dhuspacTBop) Ans ABYXTOUEUYHOI KannbpoBKu.
MHdopMaumto o npocnexnsaeMocti CbiBOPOTOUHOIO My nbTUKanuépaTopa
Mindray cM. B WHCTPYKUMM MO MCMONb30BaHMIO KanubpaTopa KoMnaHum
Mindray.
2.YacTtoTa kann6posku
KannbpoBka XuMmuyeckux aHanusatopos BS-2000 ctabunbHa B TeuyeHue
npuénusuTensHo 28 cyTok. [Ns pasHbix NpuGOpoB CTabUibHOCTL
KanubpoBKM MOXET OTMYaTbCA; Kaxaol naGopatopum cneayet
YCTaHOBUTL YacTOTy KaMGPOBKM B NapaMeTpax Npuéopa B COOTBETCTBUM
CO CBOMM PEXMMOM MCMO/b30BaHMS.
MoxeT NOHafo6uTLCH MOBTOPHas kanubposka MPW BO3HUKHOBEHMM
cneaylowmx o6CToATeNbCTE:
« Mpu U3MEHeHUM NapTUM peareHTa.
« CornacHo Tpe6oBaHWIO COBMioAaeMbIX MPoLedyp KOHTPONs kauecTsa
WNW  NpW  BbIXOAE 3HAYeHU ANS  KOHTPONbHOrO MaTepuana 3a
AonycTuMble npeaens.
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« Py BbINONHEHMM KOHKPETHOM NPOLEAYpPbl NO TEXHUYECKOMY 0B6CyXMBaHMIO
WK YCTPaHEHMIO HEeMCNPaBHOCTU BUOXUMMYECKNX aHaNn3aTopoB.
3.3HaueHns Ana kanubpatopa 3aBMCAT OT MapTUM U COOTBETCTBYHOLLMX
moaenei, B Tabnuue 7.

KoHTponb kauecTsa

1.PekoMeHAyeTCSi  WCMONb30BaTb  KOHTPOJ/IbHbLIA  MaTepuan Mindray
(KAMHMKO-XMMNYECKNIA MYNbTUKOHTPONb: 105-009119-00,
105-009120-00 unu Apyroii NOAXOAAWMIA KOHTPONbHbLIA MaTepuan) ans
nposepkn 3(hdEKTUBHOCTM Npoueaypbl M3MEpPEeHWs; AOMONHUTENbHO
MOXHO MCNONb30BaTh APYyrne noaxoAsiine KOHTPO/ibHble MaTtepuansl.

2.PEKOMSHJJ\/STCH NCNONb30BaTh ABa YPOBHS KOHTPOJNIbHbIX MaTtepuanos Ans
aHanusa Kaxaoi napTum obpasuos. Kpome Toro, cieayeT aHanMsuposaTh
KOHTPO/bHbIA MaTepuan C KaXaoi HOBON KanMBpOBKOM, C KaXAbIM HOBbIM
KapTPWIDKEM C peareHTaMmun 1 nocne onpeaeneHHbIX Npoueayp TeXHUYEecKoro
OsCﬂy)KVIEaHVIﬂ Wnn ycTpaHeHus HeVICﬂpaEHOCTeVI, Kak nonpoSHo 0OnucaHo B
COOTBETCTBYHOLLEM PYKOBOACTBE MO 3KCr/1yaTtaumm CUCTEMbI.

3.B kaxaoi nabopatopum CiedyeT YCTaHOBWUTb COBCTBEHHYIO CXEMy KOHTPONs
KayecTBa v NopsiaoK BbIMNOHEHNSA KOPPEKTUPYHOLWNX ﬂeﬁCrEMVI, €C/M KOHTPO/IbHble
MaTepyabl He BOCCTaHaBNMBAIOTCS B MPeAenax AOMyCTVMbIX OTKIIOHEHMA.

Pacuer

AA=(A2-A1) obpasua nnu kanvbpartopa.

Mpo6a C = (AA npo6bl/AA kanubpaTopa)x kanubpatop C

XuMuyeckuii aHanusatop cepum BS onpeaensiet u3MeHeHwe mornoweHns

(AA) 1 aBTOMaTUYECKM PacCYUTLIBAET KOHLLEHTPaLMIO MOYeBOW KucnoTbl (UA)

ANS Kaxaov npobbl nocne kanuéposku.

KoadduuneHT npeobpasosanus: Mr/an x 59,5=umonb/n.

Pa3BeneHune

Ecnn 3HauyeHne npo6bl npesbiwaeT 1500 pMonb/n, npoby Heo6xoanMo

passectn pactsopom NaCl 9 r/n (¢duspacteop) (Hanp. 1+4) n NoBTOPUTL

aHanu3; NosyYeHHbIi pesynbTaT yMHOXMTb Ha 5.

n 6

Twun npo6bi

MyxunHbl: 3,4-7,0 Mr/an (202-416 MkMOnb/n)
XKeHwmHbl: 2,4-5,7 Mr/an (142-340 MkMonb/n)
MepBas yTpeHHss MoYa 37-92 mr/an (2200-5475 mkMonb/n)
200-1000 Mr/24 4 (1200-5900 MkMONb/24 1)
CyTouyHas Mova COOTBETCTBYET:
13-67 Mr/an (773-3986 MkMonb/n)*

CobiBopoTka/Mnasma

Moua

*PaccuntaHo u3 obbema Moun 1.5 11/24 u.
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MpeanonaraemMoe 3HaYeHWe MOSlyYeHO Ha OCHOBE pedepeHCHbIX 06pasLos,
n KomnaHus Mindray noaTBepauna 3TW 3HA4YeHUs ANA  CbIBOPOTKU C
ncnonb3osaHueM 302 npob, B3aTbixe Kutae.

Kaxpas naboparopusi AO/MKHA YCTaHOBUTb CBOWM COBCTBEHHblE pedepeHCHble
WHTEPBa/bl B 3aBUCMMOCTU OT €€ KOHKPETHOIO PAacrosioXeHUsa v NonyIsauMOHHbIX
XapaKTePUCTUK, MNOCKONbKY npeanosaraeéMble 3Ha4yeHns MOryT OT/iMyatbCs B
3aBMCUMOCTV OT reorpacuy, packl, Mona v Bospacra.

Pa6oune xapaKTepucTUKu

B AHanwu Y

AHanuTMyeckas YyBCTBUTENbHOCTb HabBop Ans onpeseneHns Moyesoi

kucnotel  coctaenser 20,8 pmonb/n Ha BS-2000. AHanuTuyeckas

YYBCTBUTENIbHOCTb ONPeAeNSIeTCs Kak HauMeHblLas KOHLEHTpauus aHanuTa,

N0 KOTOPOW MOXHO OTMuMTL o6paseu, He coAepXalwmit 3TOT aHanuT. OHa

paccuuTbiBaeTCs Kak 3HayeHWe, Ha 3 CTaHAapTHbIX  OTKIOHEHUS

np Ljee cpeaHee , MosTyYeHHoe 13 20 NOBTOPHBIX aHann30B

npo6bl, He coAepXalero aHaaM3MpyemMoro BewecTsa.

B [1nanasoH usmepeHuin

Cucrembl Mindray cepumn BS obecneuyvBaloT cneayowmii AManasoH IMHEHOCTU:
Twun npo6bi EAMHMUBI n3MepeHus

CbiBOpOTKa/nnasma 20,8-1500 mkmonb/n

Mpo6a cC BbICOKOW KOHUeHTpauveii UA B npobe  CbIBOPOTKM/MNasMbl
(npubnuautensHo 1500 pmonb/n)  cMelumBaeTcs € MPOGOM  C  HU3KOW
KOHLieHTpauveit (<20,8 uMonb/n) B pasHbIX COOTHOLIEHWSX, B pesysbTate
nonyyaeTcst Cepusi  passeseHuid. KoHueHTpaums UA  Kakaoro  passeneHust
onpesenseTcs € MOMOWbIO  cucTembl  Mindray, AManasoH  nMHeNHoCTM
AEMOHCTpUpYeTcs ¢ koadduumeHToM Koppensummn r=0,990. Pernctpupyembiit
vanasoH CbIBOPOTKY/Mnasmbl coctasnsieT 20,8-7500 uMonb/n.

NS Moun pesynbTaThl BCex Npo6 ceayeT yMHoxaTb Ha 10, NOCKONbKY npn
aBTOMaTMYeCKOM aHanuse MAW PyYyHOM pa3BeAeHMW AManasoH u3MepeHus
paclmpsietcsi.

B [peunsnoHHOCTb

TMpeLn3MOHHOCT OMpeAensinace C MOMOLbIO CEAYIOLLEro 0A06PEHHOM
CLSI pykoBoactea EP05-A37, kaxkaas npoba aHanusmuposanach no 2 pasa 3a
oAHy o6paboTky, 2 o6pa6oTku B cyTku, Bcero 20 cyTok. [laHHble
NPELM3MOHHOCTM KOHTPONIbHLIX MaTepuanos M 4enoseyeckux npo6 Ha
BS-2000 npuseaeHsl Huxe*.
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Tun o6pasuos CpenHee i
(N=80)  (mumons/n)  SP oo s v
(MkMonb/n) (MkMonb/n)
KOHTDOMbHbIN ypoBerb 1 314,83 1,33 0,42 3,76 1,19
KOHTPQnbHb I ypoBeHb 2 587,01 2,38 0,41 3,49 0,59
CeiBopoTtka 1 107,11 0,96 0,90 1,40 1,31
CbiBopoTka 2 512,12 1,85 0,36 4,70 0,92
CebiBopoTka 3 642,37 2,25 0,35 5,08 0,79
AaHbie, Ha paskbIX MPUBOPaX 1 B PasHbiX

1a6OPATOPUSIX MOTYT OTINYATHCS.

B AHanuTtMuyeckas cneum@duyHOCTb

np06bl c DaaﬂM‘-lHDﬁ KOHLLSHTDBLLMS% Mewawulero Bewecrtsa roTosuiun
nytem [JOsaEﬂeHVlﬂ Melwawuwero KOMMoHeHTa K nynam yenoBeyeckow
CbIBOPOTKM, N OTCYTCTBMEM 3HAYUMOIo Melwaruwero EO3}JEVIC|'EVIH cYymnTanocb
BOCCTaHOBNeHWe B npeaenax £10% OT COOTBETCTBYHOLIEr0 KOHTPOIbHOIO
3Ha4YeHus.

He Habnoaanu 3HaunMOro MELAIoLWero BO3AEHCTBUS yKasaHHbIX Aanee
BEWeCTB NpU MCCIeA0BaHNAX BMECTE C HUMM C UCMO/b30BaHWEM AaHHOM
meToaonoruu. [laHHble uccneaoBaHUs MelalrLWmnx Matepuanos Ha BS-2000
npuBeAeHbl H1xXe.

K ITpauus O
Mewarowee

Bemecrso KOHUeHTpaums aHanmTa OTK/IOHEHHe

(mr/nn) (MkMmonb/n) (%)*

AckopbrHoBasi KMcsioTa 15 219,64 -2,29

Femorno6buH 250 218,68 -0,90

Bunupy6un 20 215,69 -0,80

WHTpanunua 500 228,45 -5,33

AaHHble, Ha pasHbIX MPUBOpax 1 B PasHbIX

n1abopatopusix MOryT OT/INYATLCA.

JloxXHble HU3KWE pesynbTaTbl He3aBWCUMO APYr OT Apyra MoryT GbiTb
BbI3BaHbLI METabONUTOM aleTaMMHO(GeHa N-auetsi-n-6eH30XMHOHUMUHOM
(NAPQI), a Takxe N-aLeTUALWUCTEMHOM, YacTo MCMONb3yeMbIM B KayecTse
aHTWAOTa NPY MHTOKCUKALMK aleTaMUHObeHOM.

B oueHb peakux CNydyasx raMMonaTWs, B 4acTHOCTW Tun IgM, MoxeT
NPUBECTM K HEAOCTOBEPHbIM pesyfibTaTam?.

2024-04, pyccxmii 2-7 P/N: 046-024173-00 (4.0)



UA mindray

u CpaBHeHWe MeToaoB

ViccneoBanus KOPPENsiLMM BbIMOJTHSUIM C MCMO/Ib30BAHNEM O00B6PEHHOTO
pykoBoactea CLSI EP09-A3°. Cucrema Mindray (Mindray BS-240/peareHT
Mindray UA) (y) cpaBHuBanacb C cucTeMoil cpaBHeHus (Roche cobas
c701/peareHT Roche UA) (X) € ncnonb3oBaHMeM OAMHaKOBbIX 06pasiLoB.
CTaTncTnyeckne AaHHble, NoyyeHHble IMHENHOM perpeccueit, NokasaHxsl B
Tabnuue Huxe*:

Tun YpaBHeHune Koaddpuument Mpoba AvanasoH
npo6bi perpeccun koppensumn (r)  (N) KOHLEeHTpauun
" (Mkmonb/n)
colBopoTKa  y=1,0421x-24,53 0,9927 108 66,96-51274,8
Moua  y=0,9618x+50,735 0,9989 105 248,41-14444,18
AanHbie, Ha pasHbIX MPUBOPaX U B pasHbix
NabopaTopysIX MOTYT OT/IYATBCS.

WHTepnpeTauusa pesynbTaToB

Ha pe3ynbTaTtbl MOTYT BNUATbL NEKapCTBEHHbIE CpeACTBa, 3abonesanus unn
3HAOoreHHble Belwectsa®0. EcnnM rpadmk peakuuu OTKIOHseTCs OT
HOPMa/IbHOTO, PEKOMEHIYETCs MPOBECTU MOBTOPHLIA aHanu3 U NPoBEpUTL
pesyneTar.

Mpepynp W Mepbl np: TOp ™

1. Tonbko AN AvarHoCTMKM in  vitro. [ns  npodeccnoHanbHoro
NabopaTopHOro NPUMEHEHNS.

Heo6xo0anMo cobnoaaTh Mepbl NPeAOCTOPOXHOCTM NpK paGoTe co BCeMu
NabopaTopHLIMIA peareHTamm.

. Y6eauTech B LU€NIOCTHOCTM YNaKoBKM Nepes NCrosib3oBaHmnem Habopa. He
ncnonb3yiiTe Habopbl C MOBPEXAEHHOM ynakoBkoit. Wckouute
BO3AE/CTBME Ha PpeareHTbl MpSMOrO  COJIHEUHOro CBeTa W WX
3amopaxuBaHue. Tpu  Heco6/lofeHMN  COOTBETCTBYIOWMNX  YCIOBMI
XPaHEeHMs! PEareHToB Mosly4eHne KOPPEKTHbIX Pe3yNbTaToB aHanu30B He
rapaHTMpyetcs.

ECnn peareHTsl 6biM HenpeaHaMepPeHHO OTKPLITbI [0 MCMO/b30BaHus,
XpaHWTe UX MI0THO 3aKpbiTbIMM Npy TemnepaTtype 2-8°C 1 3allmiLieHHbIMU
OT cBeTa. B 370M Criyuae Ux CTabuibHOCTb HE OTAMUAETCS OT CTabUILHOCTH
MpK UCMO/L30BAHUM.

He fonyckaiiTe CMeLINBaHMS PEareHToB U3 PasHbX NapTuii 1 hrakoHos.
He ucnonb3yiiTe peareHTbl NoCie UCTEYEHMUS X CPOKA FOAHOCTU W AaTbl
1CMonb30BaHNs. He fonyckaiiTe CMELMBaHMS CBEXUX PeareHToB C yxe
MCONb3YEMbIMM.

~

w

»

i
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WN36eraiite o6pas3oBaHns NeHbl.

Cneayet oxuaaTtb MOTEPIO CTabWNbHOCTM MNM yXy/[LIeHUe Kadvectsa npu

HanMyun BUAMMbIX MPU3HAKOB YTEYKW, BbINAAEHUS OC3AAKOB WM pocTa

MMKPOOPraHn3MoB, a TaKke e Ka}'IVIGDOEKa NN KOHTPO/IbHbIE ONpeaeneHns

HE COOTBETCTBYIOT , Y B JICTK wvnu ans

cucrembl Mindray.

Haﬂe)KHOCTh pe3ynbTaTtoB aHanu3a He rapaHTupyetcs B Clyyae He

COGI’IDOIZ[EHVIH VIHCTP\/KLU’IVI, npuBeAeHHbIX B JAHHOM NUCTKe-BKNaAblwe.

. ConepXxuT KOHCepBaHT. 3anpellaeTcs npornatbisaTe. W3beraiite

KOHTaKTa C KOXeW 1 CU3UCTbIMM 060/104KaMu.

Mpwv cnyyaitHoM nonaaaHuy peareHTa B r1asa Ui POTOBYIO MOJIOCTb, @ Takxke

Ha KOXY HeMeaneHHo 06WibHO MpOMOIiTe NopaXeHHble yyacTku 6onbumm

KOM4YeCTBOM BOAbI. I'Ipm HeOGXOLlVIMOCTVI OﬁpaTVITeCh K Bpayy Ans nony4veHus

MeANLIMHCKOM MOMOLLM.

10.MacropT 6e30onacHoCT MaTepuana NpeaoCTaBnseTcs MpodeccyoHanbHOMY
r0/1b30BaTeNo M0 3aMpocy.

11.yTVII|VI36LLV|S| BCEX OTX0A0B AOJIXKHA NMPOU3IBOAUTBCA B COOTBETCTBUMN
C MEeCTHbIMU NpaBunamu.

12.Becb YenoBeyeckwit MaTepuan CneayeT CuuTaTb  MOTeHUManbHO
VNHDEKLMOHHBIM.

13.Bce BbisiBNIEHHbIE PUCKY GbUTM CHYDKEHBI HACTONbKO, HACKOIbKO 3TO BO3MOXHO
6€3 HeraTMBHOrO BIMSHWS Ha COOTHOLIEHME MOMb3bl M pUcka, M OBLMiA
OCTaTOUHbI PUCK SBNSAETCA MPUEMTIEMBIM.

14.0 nto6oM CepbesHOM MHUMAEHTE, Mpou3olWeAWeM B CBS3U C 3TUM
YCTPOIACTBOM, HEO6X0ANMO COO6LLaTL NPOU3BOAMTENNIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPO/ OTHOCWTCS NO/Ib30BaTeNb W/UAW NaLMUeHT.

15.370T Habop COAEPXKMT KOMMOHEHTbI, KnaccuduLpyeMble B COOTBETCTBUM C
PernamenToM (EC) N2 1272/2008 cneaytowmm o6pasom:

o

N

3

L4
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Mpeny
H317 MO>eT BbI3bIBaTb aNNepruyeckme peakum KoXu.
H412 OkasblBaeT BpeaHoe BO3L[€I\;IC|'BVIQ Ha BOAHbIE
OpraHu3Mbl C ANnTeNbHbIM 3hEKTOM.
Mpodunakmmka:
P280 HapesaiiTe 3alUTHbIE NEPYaATKM M 3aLUWUTHYIO OAeXaY.
P261 W3beraiite BabIxaHWs TymaHa/napoBs/aspo3onei.
P273 He ponyckaiite nonagaHuns B OKpyXxatoulyto cpeay.
P272 He ponyckaiite nonaaaHus 3apaxeHHon paboyeit
ofiex/abl 33 Npenensl paoyero Mecra.
Mepsbl pear
P302+P352 MPU MONAZAHMM HA KOXXY: O6unbHO NpoMoiiTe BOAOMA.
PN BO3HMKHOBEHMM Pa3ApaxXeHns KOXW N Cbinn:
P333+P313 o
O6paTuTech 3a KOHCY/bTaLKeli/NoMOLLb0 K Bpayy.
P3624P364 | CHYMMTE 33paXeHHYIO OASKAY U MOCTUPpaliTe ee nepea
NOBTOPHBIM MCMONb30BaAHMEM.
YTunusaums
YIUnusmnpyiire coaepXXMMoe/KOHTEIMHEp B paspeLLeHHbIX
P501 MecTax c6opa OnacHbIX UK cneLmanbHbIX OTXOA0B
B COOTBETCTBUM C /06LIMU MECTHBIMI NPaBUiaMu.
Jlutepatypa

1.Thomas L. Clinical Laboratory Diagnostics: Use and Assessment of Clinical
Laboratory Results. 1st ed. Frankfurt: TH-Books Verlagsgesellschaft 1998;

208-214.

2.Burtis CA, Ashwood ER, Bruns DE, eds. Tietz Textbook of Clinical

Chemistry and Molecular Diagnostics,
2012;686-691.

3.McPherson RA, Pincus MR. Henry's Clinical Diagnosis and Management by
Laboratory Methods, 22nd ed. Elsevier Saunders 2007;476-477.

4.Ehret W, Heil W, Schmitt Y, Topfer G, Wisser H, Zawta B, et al. Use of
Anticoagulants in Diagnostic Laboratory Investigations and Stability of
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5.CLSI. Procedures for the handling and processing of blood specimens;
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Clinical and Laboratory Standards Institute; 2004.

6.Thefeld W, Hoffmeister H, Busch EW, et al. Normalwerte der
Serumhamséure in Abhé&ngigkeit von Alter und Geschlecht mit einem
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1973,98(8):380-384.
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Approved Guideline-Third Edition. CLSI document EP05-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2014.

8.Bakker AJ, Mucke M. Gammopathy interference in clinical chemistry
assays: mechanisms, detection and prevention. Clin Chem Lab Med,
2007,45(9):1240-1243.

9.CLSI. Measurement Procedure Comparison and Bias Estimation Using
Patient Sample; Approved Guideline-Third Edition. CLSI document
EP09-A3. Wayne, PA: Clinical and Laboratory Standards Institute; 2013.

10.Young DS. Effects of Drugs on Clinical Laboratory Tests, 5th ed.
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Be6-caiit: www.mindray.com
Ten.: +86-755-81888998; dakc: +86-755-26582680
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