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Na* Electrode
Sodium Electrode
(For use with direct ISE module)
Order Information
Cat. No. Package size
115-084090-00 1 electrode

Intended Purpose

Sodium electrode is used for the in vitro quantitative determination of
Na* concentration in human serum, plasma and urine on Mindray BS
series chemistry analyzers. It is intended to be used for diagnosing and
monitoring the th ic effect of and

and aiding to diagnose renal diseases.

Summary

It is used to quantitatively measure the concentration of Na* in serum,
plasma and urine. Na* is the major cation in the extracellular fluid,
accounting for about 90% of the total inorganic cation in the plasma. It is
mainly used to maintain the liquid distribution and osmotic pressure.
The detection results of Na*are used for the diagnosis of hyponatremia
and hypernatremia. Hyponatremia is usually observed in chronic heart
failure, hypertension, renal failure, and cirrhosis with edema.
Hypernatremia is often iatrogenic and its common diseases include
cerebral hemorrhage, severe craniocerebral injury, sepsis after burn, and
severe neurosis.'
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Assay Principle

The sample concentration of Na*in serum, plasma or urine on Mindray
chemistry analyzer is measured by ion-selective electrode method
(direct method). During the measurement of Na“/K*/Cl, the sample flows
through the ion measuring electrode and the reference electrode. Due
to characteristics of the electrode membrane, the ion to be measured
will undergo ion exchange and diffusion on the electrode membrane
material to form membrane potential. The response intensity of
membrane potential is related to the concentration of the ion to be
measured. The higher the concentration of the ion to be measured, the
greater the membrane potential. The relationship between the potential
of the Na* ion selective electrode and the concentration of the Na* ion in
the sample follows Nernst equation. The concentration of the ion in the
sample can be calculated based on the measured potential.?

Key Components

The Na* electrode mainly consists of an ion-selective glass capillary in
contact with the sample flow path, a reference solution in the sample
flow path, and an internal reference electrode Ag/AgCl.

Storage and Stability

Storage and stability: Refer to expiration date indicated on the label
when stored unopened for 12 months at 2-32°C, and without
condensation.

On-board stability: After the electrodes are installed, 10,000 samples can
be tested for nine months. The expiration date is determined by the date
when the test period or tested sample volume reaches the limit first.

For replacement, refer to instructions on the Mindray Chemistry
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‘Analyzer Operator’s Manual.

p C ionand P

B Specimen Types

Serum, plasma (only heparin lithium anticoagulant is accepted) and

urine (to collect urine without additives within 24 hours, remove

turbidity from urine by centrifugation, and do not acidify) are suitable for
samples.?

Blood collection tubes from different manufacturers may contain

different substances, which may affect the test results in some cases.

Each laboratory should establish its own criteria to determine the

applicability of collection tubes.

Preparation for Analysis

. Specimens must be centrifuged according to tube manufacturer’s
specifications.

. Specimens should be tested as soon as possible after sample
collection and pre-analytical treatment. Avoid contamination,
hemolysis, clot and floccules.

. Detection results may be affected if there are such interferents as

hemolysis, lipemia and fibrin in the sample. In the above situations,

re-collection is rec Do not use ¢ i specimens.

Before loading the specimens on the analyzer, make sure there are no

air bubbles.

Specimen Storage Stability

The stability of Na* in serum, plasma and urine specimens stored in

sealed test tubes (the deviation index of specimen stability is +10%) is as

follows:

~

w

>
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Na*in serum specimens: 14 days at room temperature (15-25°C), 14 days
at refrigeration temperature (2-8°C), and 1 year at (-25)-(-15)°C.**"!

Na in urine specimens: 45 days at room temperature (15-25°C), 45 days
at refrigeration temperature (2-8°C), and 1 year at (-25)-(-15)°C.%5"!
Samples cannot be frozen and thawed repeatedly during storage.

For longer storage periods, each laboratory should establish its own
sample stability criteria.

Preparation

ISE Reagent Pack and K*/ClI/ Ref electrode 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
Cat. No. Product Description Package
115-084089-00 Potassium Electrode 1 electrode
115-084091-00 Chloride Electrode 1 electrode
115-084088-00 Reference Electrode 1 electrode

Buffer A: 460 mL

105-025539-00 ISE Reagent Pack

105-025540-00 Urine Diluent

105-025541-00 Na Cleaning Solution

105-025543-00 ISE Cleaning Solution

105-041321-A0 PROBE CLEANSER

105-002225-A0 PROBE CLEANSER

105-025028-A0 DETERGENT C 6x20mL.
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For the PROBE CLEANSER and DETERGENT C, only the names and

specifications are different. The formula and use are the same.

Calibrator and Control: Please check the section of reagent instruction of

Calibration and Quality Control.

Please refer to the manual for information about storage and stability.

For information on materials required for operation of the instrument,

and maintenance procedures, refer to the Mindray Chemistry Analyzer

Operator's Manual.

Assay Procedure
Parameters Item BS-600M Chemistry Analyzer

Urine: Dilution first.

Mix sample with urine

Sample types Serum, plasma diluent with a
proportion of 1:9.
Serum, plasma 70 pL
Sample Urine 140 L

For Mindray BS series chemistry analyzers, the Parameters Item are the

same. For information on viewing and editing assay parameters or for a

detailed description of system procedures, refer to the Mindray

Chemistry Analyzer Operator's Manual.

Calibration

1. For detailed calibration procedures, please refer to Mindray Chemistry
Analyzer Operator’s Manual.

2. Calibration frequency: 8h by default.

Recalibration may be necessary when the followings occur:
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As ISE reagent lot changed;

o As the calibration factors are expired;

As Na+/K+/Cl-/reference electrodes are replaced;

As important components are replaced, such as sample tube, pump
tube and tubing on the ISE module;

« AsQCis out of control;

After the ISE module and electrodes are maintained, including
electrode cleaning and tube cleaning.

Each laboratory can set its own calibration procedures according to
specific circumstances.

Quality Control

Two levels of control material are recommended to analyze each batch
of samples. It is recommended to use the Mindray ClinChem Multi
Control (Cat. No. 105-009119-00 and 105-009120-00) for internal
serum/plasma quality control and MR Urine Quality Control
(105-001691-00, Low: 1x100mL, High: 1x100mL) for internal urine quality
control.

Controls provided by different manufacturers may be different. If a
third-party QC is used, it is recommended to accumulate the target value
and re-accumulate the target value when the lot of reagent and control
is changed. The measured control value should be within the specified
range. If the result is beyond the specified range, run the selected
control at least once. If the result cannot be changed, it is recommended
to replace the control or run it after recalibration. If necessary, take
corresponding measures or contact the manufacturer.
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Expected Values

Sample Type Range
Serum/Plasma Adults 137-147 mmol/Le121314
Urine(24h) Adults 40-220 mmol/24h”

The expected value is provided from reference, and Mindray has verified
it by at least 120 samples.

The urinary excretion of sodium, potassium and chloride varies
significantly with dietary intake. The values given here are typical of
people on an average diet.

Each laboratory should establish its own reference intervals based upon
its local and population characteristics since expected values may vary
with geography, race, sex and age.

Performance Characteristics

W Precision

Precision was determined by following CLSI Approved Guideline
EP05-A3,® control at two concentration levels and serum specimens at
three concentration levels were assayed. Urine control at two levels are
selected as urine specimen. Repeatability (n=20) was tested first, and
then the specimen was assayed consecutively for 20 days. Each
specimen was assayed 2 times per run and 2 runs per day (n=80). The
precision data of controls and specimens on BS-600M are summarized
below. Due to different specimen, instruments and operations, the data
obtained in different laboratories may vary.
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Serum:

SpecimenType Mean ili Within-Lab
(N=80) (mmol/L) SDmmol/L CV%  SDmmol/L  CV%
Control1 119 0.6 05 11 1.0
Control2 1363 0.5 04 04 03
Serum1 115.0 0.2 0.1 0.6 0.5
Serum2 128.7 0.1 0.1 0.4 03
Serum3 150.7 0.1 0.1 0.5 03

Urine:

SpecimenType  Mean ili Within-Lab
(N=80) (mmol/L) SDmmol/L_CV% SDmmol/L_CV %
Control1 737 0.2 03 0.5 0.7
Control2 130.9 0.1 0.1 0.9 07

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

B Measuring Range

The Mindray BS series chemistry analyzers provide the following linearity
range:

Sample Type ing range
Serum/Plasma 100-200 mmol/L
Urine 10-500 mmol/L

A high concentration Na* sample (approximately 220mol/L) is mixed
with a low concentration sample (<100 mmol/L) at different ratios,
generating a series of dilutions. A high concentration Na* urine sample
(approximately 550 mol/L) is mixed with a low concentration sample
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(<10 mmol/L) at different ratios, generating a series of dilutions. The Na*
concentration of each dilution is determined using Mindray Systems,
and the linearity range is demonstrated with the correlation coefficient
r=0.990.

® Analytical Spe
Interference studies were conducted using CLSI Approved Guideline
EPO7.°

The samples with different concentration interfering substances were
prepared by addition of interferent to human sample pools, and if
recovery is within +10% of the corresponding control, it is considered as
no significant interference.

No significant interference was observed when the following substances
were tested for interference with this methodology. The interference
studies data of serum samples on BS-600M are summarized below.
Serum:

Interfering rlnterferer.\t j Analyte nReI'a(.ive
Substance (mg/dL) (mmol/L) %)
Hemoglobin 1000 130.78 -5.00
Uncglj\]ugated 60 1405 +2.85

bilirubin
Conjugated bilirubin 60 1379 +1.75
Intralipid 2000 1319 -8.40
i results in different may vary.

B Method Comparison

2024-12, English 1-9 P,
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Correlation studies were performed using CLSI Approved Guideline
EP9-A3.° The Mindray BS-600M system (y) was compared with Beckman
AU5800 System using the same specimens. The statistical data obtained
by linear regression are shown in the table below*:

The comparison data of Na in serum specimens is as follow:

. Correlation Concentration Range
RegressionFit thicient(n S2mPle(N) (mmol/L)
y=1.039x-5.256 0.962 120 102.5-146.5

The comparison data of Na* in urine specimens is as follows:

- Correlation Concentration Range
RegressionFit fficient(n  >2mPle(N) (mmol/L)
y=0.991x+0.809 0.986 101 13.9-286.8

*Representative data or results in different instruments or laboratories may vary.
Result Interpretation
The results could be affected by drugs, disease, or endogenous
substances. When the reaction curve is abnormal, it is recommended to
retest and check the result.
Warnings and Precautions
. For in vitro diagnostic use only. For laboratory professional use.
The installation and maintenance of electrodes must be operated by
skilled/trained clinical professionals.
. Please take the necessary precautions for handling all laboratory
reagents.
Reliability of assay results cannot be guaranteed if the instructions in

~

w
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this package insert is not followed.

Please confirm the integrity of the package before use. Do not use the
kits with damaged packages. The results can't be assured when
stored at inappropriate condition.

. Slope range of Na* electrode: 45-70 mV/decade. If the slope of the
electrode exceeds the allowable range due to factors other than
reagent, replace the electrode immediately.

Do not freeze the electrodes. Do not use electrodes and reagent that
have expired. For the expiration date, see the package label. For
electrode replacement procedures, refer to the Mindray Chemistry
Analyzer Operator’s Manual. If the electrodes are stored refrigerated
(2-8°C), they should be kept for a period of time and restored to room
temperature before use.

After a large number of tests are finished, the proteins and lipids in
the sample will adhere to the electrode surface, which may affect the
measurement performance. It is recommended to clean the
electrodes after finishing the ISE tests every day or maintain the
electrodes before powering off the analyzer. For the specific cleaning
steps, please refer to the Mindray Chemistry Analyzer Operator's
Manual.

>

@
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If the Na* electrode has been stored for over one week and then used
again, use the Na Cleaning Solution to maintain it. For more details,
refer to the Mindray Chemistry Analyzer Operator’s Manual.

Biohazards will exist as electrodes may touch the patient’s sample

©
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during the test, and the residual serum sample may contain virus and
serum. Wear gloves when using the electrodes to avoid infection. If
the sample touches the skin, wash the body area immediately with
soap and water.

10.Before installing the electrodes, check visually whether the black
sealing rubber ring of each electrode falls off, or it may cause poor
sealing of the electrode tubes and affect the reliability of the results.

11.Before installing the electrodes, check visually if there are bubbles in
the reference solution. Shake the electrodes gently to float up the
bubbles when they exist.

12.Disposal of all samples and waste shall be in accordance with national
and local laws and regulations.

13.nstall the electrodes according to the labels on the electrode
compartment. Incorrect installation may result in calibration failure.

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

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

16.All identified risks have been reduced as far as possible by generally
acknowledged state of art, and the overall residual risk is acceptable.

17.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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© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All
rights Reserved

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Address: Mindray Building, Keji 12" 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-Rep! i Shanghai { Holding Corp. GmbH
(Europe)

Address: EiffestraBe 80, Hamburg 20537, Germany

Tel: 0049-40-2513175; Fax:0049-40-255726
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nekTpop Na*
dnekTpop HaTpua
(Ana vc 4 ISE)
Undopmauus ans sakasa

Homep Homep Pasmep ynakoBku

115-084090-00 1 3neKTpog
Hasnauenne

i anekTpoa ANA KONMNYECTBEHHOTo

onpeaeneHua KoHueHTpauum Na* B ycnosuax in vitro B o6pasuax
CbIBOPOTKM, MN1a3Mbl KPOBU M MOYM \efloBeKa Ha GMOXMMMYECKX
aHanusatopax Mindray cepuu BS. OH npefjHasHayeH AnAa AUarHoCTMKM
MOHUTOPVHIa 3hdeKTa NeUeHIs FNEpHaTPUEMMI 1 TUNOHATPUEMAN, a
TaKKe [N NOMOLLV PY AMArHOCTUKE 3a60NeBaHMI NOYeK.

Ceopka

McnonbayeTca AnA KONMYECTBEHHOTO ONPefieneHMA KoHLEHTpaUnn Na*
B CbiBOpOTKe, nnasme u Mode. Na' npeacTasnseT coboii OCHOBHO
KATUOH B MEXKNETOUHOM XUAKOCTW, Ha KOTOPbI/i NPUXORUTCA OKONO
90% OT O6liero KoNMYeCTBa HEOPraHWYecKUX KaTOHOB Mnasmbi. B
OCHOBHOM OH VICMIONb3YeTCA ANA OLeHKM pacnpeaeneHna XuaKocT! n
OCMOTYECKOTO AaBNeHNs

P Na* uci A ANA AMarHOCTUKM
r [ I 06biuHO
HabNIoAaeTCA NP XPOHMYECKOW  CEpAeYHON  HEefoCTaTOuHOCTH,
TUNEPTOHUN, MOYEUHO HEOCTaTOUHOCTM, a Takke MPU UMppo3e C
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oTeKamu. [MNepHATPUEMUA HEPEAKO HOCMT ATPOTEHHBbIA XapakTep, a
TakKe YacTO  BCTPEUAeTCA MpW  Takux — 3a6oneBaHMAX,  Kak
reMoppariueckuii NHCynbT, TAXKENan YepenHo-Mo3rosas TPaBMa, cencic
NOC/E 0XOroB 1 TAXENbl HeBPO3.'
MpuHuyun aHanusa
KoueHtpaunss Na* B npo6e CbIBOPOTKM, MAasmbl WM MOUM Ha
XMMUYeCKoM  aHanusaTope  Mindray  usmepsetcA  meTogom ¢
VCMIONb30BAHNEM UOHOCENEKTUBHOTO 3NeKTpoAa (MpAMoiA MeTop). Bo
Bpemsa n3mepeHva Na*/K*/Cl npo6a npoxoanT  yepes
VIOH-n3MepuTeNbHbIii anempog U uepes pedepeHTHbIi 3NeKTPOA.
Bcneacteue anekTpopa WOH
npoXoawT Yepes npouecc cﬁMeHa VIOHOB 1 Andy3nio Ha MaTepuane
c o X
VIHTEHCMBHOCTD  OTBETA  MeMBPaHHOTO MoTeHUMana CBAZaHA  C
KOHUEHTPaLMel U3MepAEMOro WoHa. Yem Bbille  KOHLEHTpaLus
VM3MepAEMOro MoHa, Tem Gonbliie i o
Mexay Ha  VOHOC Na* wn
KOHLieHTpaLei noHos Na* B npobe BbipaxaeTca ypaBHeHem HepHcTa.
KoHueHTpaunio MoHoB B Npobe MOXHO paccumTarb Ha OCHOBe
W3MepeHHOro noTeHumana.”
KnioueBble KOMNOHEHTbI
Snektpo Na' B OCHOBHOM COCTOT U3 MOHOCENEKTUBHOTO CTEKNAHHOTO
I KM TPpakToMm,
PedepeHTHOrO PacTBopa B aHANUTUYECKOM TpakTe, a Takke
BHyTpeHHero pedepeHTHOro snektposa Ag/AgCl.
XpaHeHune u cTabunbHOCTb
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XpaHeHue 1 CTabUbHOCTb: CM. CPOK FOAHOCTM, YKa3aHHBIN Ha STUKETKe,

NPY XPaHEHMM B HEOTKPLITOM COCTORHMM B TeueHue 12 MECALEB npu

2-32°C 6e3 KoHAeHcaUUN.

CrabunbHocTs B npu6ope: Mocne YCTaHOBKM 3MEKTPOAOB B TeueHue

[1eBATU MeCALEB MOXHO NpoaHanusnposatb 10000 npo6. UcteueHne

CPOKa roAHOCTY 3aBUCUT OT AaThl 3aBEPLUEHUA TeCTOBOTO Neproja Nk

obbema TecTUpyemot npobbi.

WHCTpYKUMM MO 3aMeHe M. B  pyKOBOACTBE  MOb3oBaTens

6roxumnyeckoro aHanusatopa Mindray.

B3aTue n nogrotoeka o6pasyos

® Tunbl o6pasyos

B KauecTBe npo6 MCMOMb3yloT CLIBOPOTKY, Nnasmy Kpoeu (B KauecTse

AHTUKOAryNAHTA NPUMEHIM TONBKO FeNapuH-NMTMIA) U Movy (AnA c6opa

CyTOUHOM Moun 6e3 npumeceil HeO6XOAMMO YAanUTb MYyTHOCTb

LeHTpUgyT nhe KMCNOTHOCTB).>

MpobupKM [NA  B3ATMA KPOBM PasHbiX NPOM3BOAUTENEil MOryT

copepXaTb PasnuuHble BElECTBa, KOTOPbIE MOTYT B HEKOTOPbIX Cly4anx

NOBAVATL Ha pesynbTaTel aHanusa. B Kaxpoir naGopatopun cnemyer

YCTaHaBnMBaTh  COGCTBEHHblE  KpUTEpUM  ANA  OnpepeneHns

NPUMEHIMOCTY NPOBUPOK ANA B3ATUA NPOG.

B MMoaroToBKa K aHanu3y

1. O6pasubl HEOGXOAUMO LEHTPUYTMPOBaTL B  COOTBETCTBUM C
YKa3aHMAMY M3rOTOBUTENA NPOBUPOK.

2. AHanu3 BOMXeH GbiTb NPOBEMEH KaK MOXHO CKopee nocne B3ATUA
npo6 un i iite 3ar
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remMonu3a, CrycTkoB 1 oKy

Ha pesynbTaTbl onpepeneHus MoryT noBMATb NOMeX! BUEACTBUE

remonu3a, iMnemnu 1 Hanuuua GpubpuHa B npobe. B Taknx cutyaumax

HeoBX0AMMO NOBTOPHO B3ATH NPOGY. He ncnonb3yiiTe sarpAsHerHbie

o6paspl.

Mepen 3arpysKoit 06pasLoB B aHaNM3aToOp y6eanTeCh B OTCYTCTBUN

ny3bipeii Bo3ayxa.

W Cra6i Tb Npn

CrabunbHocTb Na* B 06pasiiax ChIBOPOTKH, M1a3Mbl 1 MOUM, XPAHALIMXCA

B TecToBbIX (MHpekc

cTabunbHoCTY 06pasua +10%) cnepylousan.

Na' B o6pasuax CbIBOPOTKM: 14 Heii NpU KOMHATHOI TemnepaType

(15-25°C), 14 aHelt Npu Temnepatype oxnaxpeHus (2-8°C) n 1roa npu

(-25)-(-15)°C.#>1"

Na* B o6pastjax mouu: 45 AHel Npu KOMHaTHOI Temnepatype (15-25°C),

45nHen npu  Temnepatype oxnaxaeHns (2-8°Cu  Troa npu

(-25)-(-15)°C.4s1

XpaHAlwmeca NpoGbl  HEnb3A ~ MHOTOKPATHO  3aMOpavBatb ¢

pasmopaxvBarb.

[Nina Gonee ponrux B KaXOi pum cnepyer

YCTaHaBNMBaTb COBCTBEHHbIE KpUTEPUN CTABMALHOCTI PO,

Moarotoska

Ynakoska pearenta ISE u pedepenTHbiii snextpon K'/Cl/ rotosbi k

ncnonb3oBaHmio.

[ TexHMuecKoe 06¢ ne
BKNlOYAR v aHanus, ana

w

>
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aHaNUTUYECKON CUCTEMBI.

I He B

nocrasku
Homep Homep O wsgenva Pasmep
115-084089-00 nekTpop Kanua 13nektpoa
115-084091-00 3neKTpog xiopa 1 3nekTpon
115-084088-00 PedepeHTHbIN 3neKTpoa 13nektpoa

Bydep A: 460 mn

105-025539-00 Ynakoska peareHTa ISE Bydep B: 360 mn

105-025540-00 Pa36asuTens Moum 1X50 Mn

105-025541-00  Oumwaiowmit pacteop Na x15mn

105-025543-00  Ouuwaiouuit pactsop ISE 1X50 Mn

105-041321-a0  CPEACTBO AnA OuMCTKM 1X50 n
30Hpa

105-002225-a0  CPEACTBO AnA ouucTkw 1X50 mn
30Hpa

105-025028-A0 Yncrawee cpeacrso C 6x20 mn

Ana PEATEHTA ANA OYUCTKM 30HAA n MOIOLLErO CPEACTBA C
PasnMuAIOTCA TONbKO Ha3BaHMA W XxapaktepucTukv. Qopmyna
npUMeHeHVe Te Xe.

Kanu6paTop 1 KOHTPOMbHbIA peareHT: CM. pasgen MHCTPYKUMM K
peareHTy 0 KaMBPOBKE 1 KOHTPONE KaueCTBa.

o nc CTU CM. B PYKOBOACTBE.

[ o anA pabotsl npubopa, a
TaKKe O NpoLeypax 06CyK1BaHNA CM. B PYKOBOACTBE MONb3oBaTeNs
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6uoxMMUTeCKoro aHanmsaTopa Mindray.

Mpoueaypa anannsa

i p BS-600M
Movua: CHavana
HeobXoANUMO pa3secTy.
Tunbl npo6bi CbiBOpOTKa, Nnasma  Cmelwaiite npoby ¢
pasbasutenem moun B
nponopuyyw 1:9.
CbIBOPOTKa, Nnasma 70 MKn
Moua 140 Mkn
Buoxvmuueckve aHanvsatops Mindray cepuu BS wpeHTWuHbI no
napametpam. MHopMaumMio © NpocMOTpe U peAaKTMPOBaHMA
NapameTpoB aHank3a, NOAPOGHOE ONMCAHME CUCTEMHBIX IPOLEAYP CM. B
PYKOBOACTBE NO/b30BaTeNA XUMUUYECKOro aHann3aTopa Mindray.

Kannbposka
1.

Mpo6a

o np P B pyKoBoacTse
nonb3oBaTens XMmMU4eckoro aHanusaropa Mindray.
2. Yacrota kannbpoeku: Mo ymonuauio 8 u.
BC cnyuanx.
« CmeHa HoMepa napTuu peareHTa ISE;
« VcTeueHue cpoka roaHoCTu GakTopoB KannbpoBKY;
« 3ameHa pedepeHTHbIX anekTpoaos Na+/K+/Cl-/;
« 3ameHa BaXHbIX KOMMOHEHTOB, Takix Kak NpoBUpka npoBbl, Hacoc
npo6b! v Tpy6K Ha Mopyne ISE;
« HeyQ10BNeTBOPHTENbHbI KOHTPOMb KaUecTBa;
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« Mocne obc MogynA ISE 1 BKNIOUAA OUMCTKY
3NEKTPOAOB M POGMPOK.

B KaX0it 1a60paTopUit CNEAyeT YCTaHOBUT COBCTBEHHbIE MPOLeAYPbI

B COOTBETCTBIN C KOHKPETHbIMY OGCTOATENbCTBAMM.

KoHTponb kauectBa
nA aHanu3a Kax/joi napTui Npob peKOMEeHAYeTCA UCMoNb3oBaTh ABa
ypoBHA p X A uc
mynbTukoHTponb - ClinChem  Mindray (Kat. Ne  105-009119-00
105-009120-00)  ANA  BHYTPEHHEro  KOHTPONA  KavecTsa
CbIBOPOTKM/MNa3Mbl 1 KOHTPONA KayecTsa AnsA Moun MR (105-001691-00,
HU3KMit: 1100 MN, BBICOKNIA: 1100 M) ANA BHYTPEHHEro KOHTPONA
KauecTsa aHanu3a Moui.
KoHTpOnbHble peareHTb, le pasHbIMA
MoryT p . Ecm nar AC i KauecTsa,
PEKOMEHAYETCA GUKCMPOBATb  LieNieBble  3HAYEHUA U MOBTOPHO
GUKCMPOBATH LeNeBbie 3HaUEHIA NOCNE UMEHEHUA NapTUM peareHTa
WM KOHTP pearenTa. 3HaveHve
HOMKHO GbiTb B Npepenax Ecwm
HaxopuTcA  BHe a
KOHTPOMbHbIA peareHT Kak MWHWMYM ewe pa3. Ecnm pesynbTat He
A, A 3aMeHNTb i peareHT unan
obpabotatb ero mocne Ecn
npeanpuMMTe  COOTBETCTBylowme — Mepbl  WnM  oBpaTMTech K
w3rotosuTenio.

Oxupaembie 3HaUeHUsA
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Tun npo6bl Awnanason
Coisoporka/Mnasva B3pocnbie 137-147 Mmonb/n 121314
Moua(244) B3pocnible 40-220 MMonb/ 2447

OxXuaaemble 3HaYeHWA NPeAoCTaBNeHbl Ha OCHOBE PepepeHTHbIX,
komnanua Mindray npoepuna ux He MeHee Yem Ha 120 npo6ax.
BblAeneHue C MOUOI HaTPWA, Kanna 1 XN0pa CyLeCTBEHHO UMEHARTCA B
3aBMCUMOCTY OT AneTbl. MPUBEACHHbIE 3HAUECHUA ABNAITCA TUNNUHbIMMA
ANA NoAei € ycpeaHeHHO AneToit.

Kaxpan nabopatopus OMHa onpeaeninTb CoGCTBEHHbIE pedepeHTHble
VHTEpBanbl B COOTBETCTBMM C KOHKPETHBIMM XapaKTepucTiKamu
MeCTHOCTM W HaceneHus, NOCKONbKY OXUAAeMble 3HAaueHus MOryT
BaPbUPOBATLCA B 3aBUCMOCTIA OT FEOTPAGUUECKIAX, PACOBBIX, ONOBBIX
V1 BO3PACTHbIX Pasnumii,

Pa6oune xapaKTepucTukmn

N MpeynsnoHHoCTL

MpeuysnOHHOCTL  Onpepensnac B COOTBETCTBAM C PyKOBOACTBOM

EP05-A3, opo6peHHbIM WHCTUTYTOM KAMHWYECKUX 1 NaBopaTOpHbIX

craHpaptos CLWIA (CLSI)®, nyTem aHanu3a KOHTPOMbHbIX peareHToB C

asymA w CbIBOPOTKM C Tpems

YPOBHAMI KOHLIEHTPALY. KOHTPOMbHBI PEareHT MouM B ABYX yPOBHAX

BhibpaH B KauecTee O6pasua Moun. CHauana npoBepAnach

noBTOpAEMOCTb  (n=20), 3aTem 3ToT OGpasel aHaNW3MPOBANCA

nocnefosatensHo B Teuenme 20  AHeln. Kaxabiii  o6pasel
A 2 pasa 3a OfHy no 2 o6p 8 neHb

(n=80). Hinxe HaHHble ™

peareHToB 1 06pa3LoB Ha BS-600M. Mpu ncnonb3oBaHUM ApYrux
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06pasuos, NpUGOPOB U AEACTBUI [aHHbIe, MOMyYeHHble B APYrAX
nabopaTopuAx, MOryT OTAMYATLCA.
cbiBOpOTKa:

T Bocnpoussogumocrs B naGopatopun

ospa;:m Cpenuee Crampaprwoe CranpaptHoe
(N=80) V% V%
(SD) mmonb/n (SD) mmonb/n
KoHTponb1 11,9 0,6 05 1 1.0
KoHTponb2 136,3 0,5 04 04 03
CbiBopotkal 115,0 0,2 0,1 06 0,5
CbiBOpoTKa2 1287 0,1 01 04 03
CbiBopoTKa3 150,7 0,1 0,1 0,5 03
Moua:
Bocnpoussogumoctb B naGoparopum
Tun o6pasya CpeaHee CraHpapTHOe CranpapTHoe
(N=80)  ( In) V% V%
(SD) mmonb/n (SD) mmonb/n
KonTponb1 737 0,2 03 05 07
KoHTponb2 1309 01 01 0.9 07
* u Ha paskbix npuGopax 6

Pa3HbIX 1A6OPAMOPUAX, MOZYM OMAUYAMbCA.
® [lnana3oH usmepeHnin

Xumuueckue aHanusatopsl Mindray cepum BS obecneunsator
Cnepylowit AManasoH NHeHOCTH:
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Tun npo6b1
CbiBoportka/lnasma 100-200 mmonb/n
Mpoba c BbICOKOW KoHUeHTpauueit Na* (npumepHo 220 monb/n)
CcMelMBanach ¢ NPoboi C HU3KOI KoHLeHTpauuer (<100 mmonb/n) B
p B cepumn 1. Mpo6a Moum C BbICOKOI
i Na* 550 monb/) ¢ b ¢ NPo6oiA ¢

HUZKOI KOHLIEHTpaLeli (<10 MMONIb/n) B PasnvuHbIX MPONOPUVAX B
cepun  passepeHnii. KoHuewtpaums Na' B Kawgom passemeHmmn

b C ua cucrem  Mindray, amanasod
AMHEMHOCTM  AEMOHCTPUPOBANCA C  KO3GOUUMEHTOM ~ KOppenAiLym
120,990.
B AHanuTuuecKan cneungnUHOCTL
Ve b C ucnony:
PykosogcTea EP07, ono6penHoro CLSI.*
MPo6bi € PasHbIMIA KOHLEHTPAUMAMM MeWalowyX BewecTs b
npure nytem Bewects K Ha6opy
uenoBeyeckix NPob, 11 eCn BOCCTAHOBNEHME HAXOBMNOCH B Npeaenax
+10% OT COOTBETCTBYIOWIETO KOHTPONLHOTO —peareHTa, nomexa
pacueHnBanac Kak HesHauuTeNbHas.
He b nomex npu Ha nomexy no 31oi
MeToauKe CnedyloWwux BewecTs. [laHHble MCCNEAOBaHMiA NoMeX Npob
CbIBOPOTKM Ha BS-600M NpuBoaaTcA Hike.
CbiBOpOTKa:
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KoHueHTpauus OtHocutens

Vrepgepnpyio |, KOUEHTRINA o ewor o
wee " °
o Beuiectsa M/AN)  ymons/n) (%)%
Femornobun 1000 130,78 -5,00
Hexonviorvposan 60 1405 42,85
Hblii 61AMPY6UH
Kombioruposanksi P 1379 75
7 6uAnpy6uH
U it 2000 1319 -8,40
. u Ha paskeix npuGopax &
pasher mozym
B CpaBHeHve meToR0B
e b C uc

PykoBopcTBa EP9-A3, yTBepxaerHoro CLSL' Cuctemy Mindray BS-600M
(y) cpasHuBanu ¢ cuctemoit Beckman AU5800 ¢ #Conb3oBaHeM OfHIX
1 Tex e 06pa3loB. CTaTUCTUYECKME AaHHbIE, MONYYeHHbIE C NOMOLLbIO
MOCTPOEHWNA NWHEHbIX pPerpeccuid, NpeacTasneHbl B  Cneaylowein
Tabnuue*:

Hwxe npuBesieHbl laHHbIe C Na* B o6pa3suax c
Avanason
!T!:::m '::’osq:t:u::lz:) 06pasupi (N)  KoHueHTpaunmn
perp PP " (mmonb/n)
y=1,039%-5,256 0,962 120 102,5-146,5

Hurke NpyiBeAeHbl AanHbIe cpasHenita Na' B 06pasLiax Moun.
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Jr—
pe':'::c“"“ L‘:::::::’g) O6pasusi (N)  kowuenTpaynn
(mmonb/n)
=0,991x+0,809 0,986 101 13,9-286,8
- u wa pasnbix npu6opax 8

Pa3HbIX 1A6OPAMOPUAX, MOZYM OMAUYAMBCA.

WnTepnpertayna pesynbraTos

Ha pesynibTaTbi MOryT BMATH Npenaparsi, 3a601EBaHIAR U SHAOTEHHbIE
BewectBa. ECTM KPUBam peakumu HeHOPManbHas, PeKOMEHAyeTcA
NOBTOPHTL TECT U NPOBEPUTH Pe3yNIbTaT.

n " mepbl

1. Ucnonb3yeTcAa  Tonbko  ANA  AMarHoCcTMKW  in vitro.  [ina
npodecc HOTO Ul B patopun. YCTaHoBKa 1
obcnyxmBatie 3neKTPOoB AOMKHBI BLINONHATLCA

OMBITHBIM/OGYUEHHBIM KIMHIYECKUM CIeLMaACTOM.

Ob6nsatenbHo cobnioparite HEObXOANUMbIE MepbI MPeAOCTOPOXHOCTN

npy pa6oTe o BCemy Na6OPaTOPHBIMY peareHTamu.

3. He r A TOUHOCTb npu - Hec

VHCTPYKUMN N0 MCTIONb30BAHMIO.

Y6enutech B LENOCTHOCTM yNakoBKW Neped Mcnonb3oBaHuem. He

Vcnonb3ayiite HaGopbl, €CIV yNakoBKA NOBpexJeHa. Pesynbrarbl

MOrYT OKa3aTbCA HEAOCTOBEPHDBIMI MPU XPAHEHNN B HEAOMYCTUMBIX

yenosuax.

5. Na*: 45-70 mB, Ecm
OTKNOHEHMe 3NEKTPOAA NPEBbIAET AONYCTUMbIA AVANasoH W3-3a

~

»
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GaKTOPOB MOMVMO peareHTa, HeMe/NIeHHO 3aMeHNTe 3NeKTPOA.
He iTe 1. He wci iTe npocp
3NeKTPOAbl 1 peareHT. CPOK FORHOCTA CM. Ha STUKETKE YNaKoBKM.
! o 3aMeHbl 3NEeKTPOAOB CM. B
pykoBoacTBe Koro Mindray.
ECAM 3MeKTpObI XPaHATCA B OXnaXZeHHoM Buge (npu 2-8°C), To
nepep uc vx cnepyet 10 BOCTVXKEHNA AMIA
KOMHaTHOVi TeMnepaTypi.
Mo 3aBeplueHMM BONBLIOTO YMCNa TECTOB GenKku i Aunuabl B Npobe
A Ha ™ UTO MOXET BNMATL Ha
UK A ounuwaTh
nocne 3aseplieHns TecToB ISE Kaxablii AeHb wnn obcnyxusatb
nepea nuTaHna n
VHGOPMALMIO O KOHKPETHbIX Tanax OUMCTKN CM. B PYKOBOACTBE
KOro Mindray.
Ecnu snektpoa Na+ xpaHutca 6onee oOAHOM Hepgenw, a 3atem
MCMONb3yeTCA  NOBTOPHO,  WCMIONb3yiiTe  MMCTAWMIA  PacTBOp
snextpona Na ana yxopa 3a Hum. MoapoBHylo MHGOPMALMIO CM. B
pykoBoacTBE Koro Mindray.
BMONOrMYecKas ONacHOCTb CyU|ECTBYET, NOCKOMbKY BO BPEMA TecTa
3NeKTPOAb MOFYT KacaTbcA Mpobbi MaumeHTa, W OCTaTKi NpoBbi
c MOTYT C BUPYChI U CHIBOPOTKY. Bo
npu  uc

nepuartku. Mpu nonagaHnn NPpobl Ha KOXy HeMeaneHHo Npomoiite
3arpA3HeHHyI0 061aCTb Tena BOAO C MbIOM.
10.Mepen yCTaHOBKOII 3N1EKTPOAOB BbIMONHUTE OCMOTP U y6eauTech, 4To

4epHOe YN/IOTHUTENIHOE KOMbLO KaX/[i0ro NEKTPOA OTCOGANHEHO,

o

~

[

b
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B MNPOTMBHOM CyYae BO3MOXKHO MIOXO€ YMIOTHEHMe TPYGKM
3NEKTPO/A, 4TO MOXKET NOBANATH Ha JOCTOBEPHOCTb PE3yNbTaToB.
11.Mepen yCTaHOBKOW 3M1€KTPOAOB OCMOTPUTE PedepeHTHbIi pacTBop
Ha Hanuume nysbipeit. OCTOPOXHO BCTPAXHUTE 3MEKTPOAbI, 4TOGbI

Ry3bIpy (NPY HAAMYMM) BCMABIAK.

12.YTunmanpyiite Bce npoBbl M OTXOAbl B  COOTBETCTBMM C
FOCYAAPCTBEHHBIMIA U MECTHBIMY 3aKOHaMIA 1 TPEBOBAHUAMIA,

13.YCTaHOBITE SNEKTPO/IbI B COOTBETCTBIAM C YKA3aTENAMM Ha OTCEKe AN
3NeKTpooB. HenpasunbHan yCTaHOBKa MOXET NPUBECTU K OTKa3y
KanuGpoBKu.

14.Nacnopt  6Ge3onacHOCTM  AOCTYneH AnA  NPOdeccMoHanbHbIX
nonb3oBareneli o 3anpocy.

15.CneayeT NpeanonoXuTb HeCTabUNbHOCTL UAM GU3NYECKN U3HOC
NP HANMUMM  BUAWMbIX NPU3HAKOB  YTEUKW, OCaAKOB WM
MUKPOGHOro pocTa, Wi ecnn
He COOTBETCTBYIOT BO n/wm
KkpuTepuAm cuctemsi Mindray.

16.BCe M3BECTHBIE PUCKY CHIKEHbI HACKOMIBKO 3TO BO3MOXHO C YUeToM
OBLLENPU3HAHHOTO YPOBHA TEXHUYECKOTO PasBUTUA, OCTATOuHbIVi
O6LUMiA PUCK ABNAETCA NPUEMTEMBIM.

170 ni06OM CEpbE3HOM NPOVICUIECTBUN, CBA3AHHOM C [aHHbIM
NPOMyKTOM,  HEOBXOmUMO  COOBWMTb  Mpov3BOAWTENID U
KOMMETEHTHOMY OpraHy [ocyAapCcTBa-UneHa, B KOTOpoM npeGbisaiot
nonb3oBaTenb /UK NaumMeHT.
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Fpaduueckmne cumsonbl
ree] []d] CE..

MepuumHckoe OduumransHbin
YCTPOMCTBO ANA  npeacTasutens  CM. MHCTPYKumn  EBponeiickoe
AvarHocTMkn B EBPOMeNckoM Mo SKcrnyatauum - cootseTcTBue

in vitro coobuiectse
Konapran  TeMnepaTypbie

orpanmenua Mpoussoautens Cpok rogHocTn
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Mpoussogutens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Aapec: Mindray Building, Keji 12" Road South, High-Tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Appec # NOYTBI: Servic i com

Be6-cairT: www.mindray.com

Ten.: +86-755-81888998; DaKc: +86-755-26582680

Npepcrasutens B EC: Shanghai International Holding Corp. GmbH
(Europe)

Appec: EiffestraBe 80, Hamburg 20537, Germany

Ten.: 0049-40-2513175; ®akc:0049-40-255726
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