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K* Electrode

Potassium Electrode

(For use with direct ISE module)
Order Information

Cat. No. Package size

115-084089-00 1 electrode

Intended Purpose

Potassium electrode is used for the in vitro quantitative determination of
K* concentration in human serum, plasma and urine on Mindray BS
series chemistry analyzers. It is intended to be used for diagnosing and
monitoring the therapeutic effect of hyperkalemia and hypokalemia and
aiding to diagnose renal diseases.

Summary

It is used to quantitatively measure the concentration of K* in serum,
plasma and urine. K* is the main cation in the intracellular fluid. Its
physiological function is to maintain the metabolism of cells, adjust the
osmotic pressure and acid-base balance, playing an important role in
maintaining the normal metabolism of nerve and muscle cells. The
detection results of K' is used to diagnose hypokalemia and
hyperkalemia. Hypokalemia usually occurs in patients with decreased
intake, anorexia, coma, digestive tract disease, inability to eat after major
gastrointestinal surgery, or adrenal cortex disease and renal.
Hyperkalemia often occurs in acute nephritis, hypertension, renal failure,
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and diabetes.'

Assay Principle

The sample concentration of K' in serum, plasma or urine on Mindray
chemistry analyzer are 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 K* ion selective electrode and the concentration of the K* ion in
the sample follows Nernst equation. The concentration of the ion in the
sample can be calculated based on the measured potential.2

Key Components

The main components of K* electrode are the sensitive membrane in
contact with the sample flow channel and the reference solution and
reference electrode Ag/AgCl in the carrier. The components of K*
electrode sensitive membrane are PVCs.

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.
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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 Analyzer
Operator's Manual.

i Collection and 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.

B Preparation for Analysis

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

2. Specimens should be tested as soon as possible after sample
collection and pre-analytical treatment.

3. Serum or plasma samples used for measuring K* concentration must
be collected in a proper way to minimize hemolysis. Contamination,
clots, and floccules must be avoided.

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

haemolysis, lipemia and fibrin in the sample. Do not use
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contaminated specimens. In the above situations, re-collection is

recommended.
. Before loading the specimens on the analyzer, make sure there are no
air bubbles.
The Concentration of K* in serum is slightly higher than that in
plasma.
During coagulation, K* in serum is released from platelet. The higher the
platelet count, the larger the error. The bias can be as high as 25%. When
measuring patients with high platelet, false hyperkalemia may occur. It is
recommended that such patients are tested with plasma sample type.
B Specimen Storage Stability
The stability of K* in serum, plasma and urine specimens stored in sealed
test tubes (the deviation index of specimen stability is +10%) is as
follows:
K* in serum specimens: 7 days at room temperature (15-25°C), 7 days at
refrigeration temperature (2-8°C), and 1 year at (-25)-(-15)°C.**""
K* in urine specimens: 45 days at room temperature (15-25°C), 2 months
at refrigeration temperature (2-8°C), and 1 year at (-25)-(-15)°C.**"!
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 Na*/Cl/ Ref electrode are ready to use.
Please perform scheduled maintenance and standard operation
including calibration and analysis to assure the performance of

@
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measurement system.
Materials Required but not Provided

Cat. No. Product Description Package size
115-084090-00 Sodium 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 Buffer B: 360 mL
105-025540-00 Urine Diluent x50 mL
105-025543-00 ISE Cleaning Solution 1x50 mL
105-041321-A0 PROBE CLEANSER 1x50mL
105-002225-A0 PROBE CLEANSER 1x50mL
105-025028-A0 DETERGENT C 6x20mL

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.
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Assay Procedure

Parameters Item BS-600M chemistry analyzer
Urine: Dilution first.
Sample types Serum, plasma  Mix sample with urine diluent
with a proportion of 1:9.
Serum, plasma 70 uL
sample Urine 140 pL

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:

« AsISE reagent lot changed;

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;

As QC is 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
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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.

Expected Values

Sample Type Range
Serum/Plasma Adults 3.5-5.3 mmol/Ls1%
Urine(24h) Adults 25-125 mmol/24h”

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

Potassium concentrations stated reference intervals for serum K* are 0.2
t0 0.5 mmol/L higher than those for plasma K.

The urinary excretion of sodium, potassium and chloride varies

2024-12, English 17 P/N: 046-024870-00 (5.0)



mindray C€..

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.

Serum:
Specimen Mean Repeatability Within-Lab
Type (N=80) (mmol/L) SDmmol/L CV% SDmmol/lL CV%
Control1 335 0.02 0.5 0.03 1.0
Control2 6.25 0.02 03 0.06 1.0
Serum1 3.16 0.01 0.5 0.02 07
Serum2 573 0.01 0.1 0.04 0.6
Serum3 6.64 0.02 03 0.05 0.8
Urine:
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Specimen Mean Repeatability Within-Lab
Type (N=80) (mmol/L) 'SDmmol/L CV% SDmmollL _CV%
Control1 18.55 0.05 03 0.15 0.8
Control2 4049 011 03 033 08

*Representative data or results in different instruments or laboratories may vary.
EMeasuring Range
The Mindray chemistry analyzer provide the following linearity range:

Sample Type Measuring range
Serum/Plasma 1-8 mmol/L
Urine 5-200 mmol/L

A high concentration K* serum sample (approximately 9 mol/L) is mixed
with a low concentration sample (<1 mmol/l) at different ratios,
generating a series of dilutions. A high concentration K* urine sample
(approximately 220 mol/L) is mixed with a low concentration sample (<5
mmol/L) at different ratios, generating a series of dilutions. The K*
concentration of each dilution is determined using Mindray System, the
linearity range is demonstrated with the correlation coefficient r=0.990.
W Analytical Specificity
Interference studies were conducted using CLSI Approved Guideline
EP07.°

The samples with different concentration interfering substance 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
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were tested for interference with this methodology. The interference
studies data of serum samples on BS-600M are summarized below.
Serum:

Interfering Interferent Analyte Relatiye
Substance Concentration Concentration Deviation
(mg/dL) (mmol/L) (%)*
Hemoglobin 50 2.86 +9.44
Unconjugated bilirubin 60 412 -0.26
Conjugated bilirubin 60 402 -0.44
Intralipid 2000 2.56 +7.58
* i results in different o vary.

® Method Comparison

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 K* in serum specimens is as follows:

P Correlation Concentration
RegressionFit e S, sample (N) Range (ma/L)
y=0.998x+0.048 0.985 117 3.00-5.99
The comparison data of K* in urine specimens is as follows:
I Correlation Concentration
RegressionFit Sl Ty SampleN) ot gy
y=1.013x-0.11 0.996 101 6.48-154.28
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*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

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 K* 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.
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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
per e It is rec ded 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.
Biohazards will exist as electrodes may touch the patient’s sample
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.
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.
10.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.
11.Dispose of all samples and waste in accordance with national and
local laws and regulations.
12.Safety data sheet is available for professional user on request.
13.Install the electrodes according to the labels on the electrode
compartment. Incorrect installation may result in calibration failure.
14.Instability or deterioration should be suspected if there are visible
signs of leakage, precipitates or microbial growth, or if calibration

®
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/controls do not meet the insert and/or the Mindray System criteria.
15.All identified risks have been reduced as far as possible by generally
acknowledged state of art, and the overall residual risk is acceptable.
16.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-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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nektpop K*
dnekTpop Kanus
(Ana uc 4 ISE)

WUndopmauna ans 3akasa
Homep Homep Pasmep
115-084089-00 1 3nekTpoa

HasHauenune

SNeKTPOA KanuA NpefHasHaueH ANA KOMUUYECTBEHHOrO ONpefeneHus
KOHLEHTpaLmm K* B ycnosuax in vitro B 06pasiiax CbiBOPOTKH, Nnasmbi
KPOBU 11 MOUM YesloBeKa Ha GUOXMMUUECKUX aHanusaTopax Mindray
cepun BS. OH npeaHasHayeH AnA ANArHOCTUKN 1 MOHUTOPUHTa SbdeKTa
NeYeHNs runepKanueMuy v runoKanuemmy, a Takxe AnA NOMoWM npy
AMarHoCTUKe 3a60NeBaHNiA NoveK.

Csopika

Wcnonb3yeTca AnA KONMYeCTBEHHOrO onpeaeneHns KoHueHTpauun K B
CbIBOpOTKe, Mnasve U Moue. K' ABAAETCA OCHOBHBIM  KAaTUOHOM
BHYTPUKNETOUHOM  uaKocTn. Ero  dusnonornueckoin  dyHKumein

ABnAeTCA o perynauva
OCMOTVYECKOTO AIABNIEHIA 11 KCTOTHO-LIENOYHOTO GanaHca, OH urpaet
BaXHYIO POnb B o HepPBHbIX 1
Knetok. Py bl K* uci A B
AMarHocTuKe r nr i 06bluHO
Ay npu NUTaHIM, HOPEKCM, KOME,
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3a60NeBaHNAX NNLUEBAPUTENBHOTO TPaKTa, HEBO3MOXHOCTW Mpuema
My nocne Gonbuwwx onepaumit Ha KT, 3a6oneBaHMAx  Kopbl
HaANOYeUHNKOB W Mouek. MMNepKanvemus YacTo pasBvBaeTcA mpu
OCTPbIX HEGPUTaX, FUNEPTOHWN, MOYEUHON HEAOCTATOMHOCTU ¥
Anabere.!
MpuHuyun aHanusa
KoHueHTpauns K* B npo6ax cbiBOPOTKM, Nna3mbl KPOBM MM MOYM Ha
KoM ope Mindray meTogom ¢
e oHoC (npAMbIM MeTopom). Bo
Bpema v3mepeHus Na*/K*/Cl npoba npoxoant yepes
VIOH-M3MepUTENbHbIE 3NEKTPOR M Yepe3 pedepeHTHbI SMeKTPO.
Bcneactave ™K anekTpoga i now
NpOXOAUT Yepes npoLiecc obmeHa NOHOB W Auddy3uio Ha matepuane
c 0 no X
VHTEHCUBHOCTb  OTBETa  MeMBPaHHOTO MOTeHuMana cBfizaHa ¢
KOHUEHTpauueil W3MepAeMOoro MWoHa. Yem Bbille KOHLEHTpauusa
VM3MepAEMOro MoHa, Tem Gonbliie i e}
Mexay Ha  MOHOC K n
KOHLieHTpaLei noHos K* B npobe Bbipaxaetcsa ypaBHeHnem HepHcra.
KOHUEHTPALMIO MOHOB B Npobe MOXHO PaccuMTaTh Ha OCHOBE
V3MEPEHHOTO NoTeHUMana.*
KnioueBbie KOMNOHeHTbI
OCHOBHbIMW KOMMOHeHTamMK 3nekTpoaa K' ABNAIOTCA uyBCTBUTENbHAA
cnp KaHanom npobbl, a Takke
pedepeHTHbI  pacTBop U pedepeHTHbIn 3nekTpog Ag/AgCl B
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uyec K-

asnatotca MBX.

XpaHeHune u cTabunbHOCTb

XpaHeHue 1 cTabunbHOCTb: CM. CPOK FOAHOCTH, YKa3aHHbIM Ha STUKeTKe,

NPV XPaHEHUN B HEOTKPHITOM COCTOAHUN B TeueHve 12 MecAues mpy

2-32°C 6e3 KoHAeHcaunu.

CrabunbHocTb B npubope: Mocie yCTaHOBKI SNEKTPOAOB B TeueHne

[1eBATU MecALleB MOXHO NpoaHanusnposatb 10000 npo6. UcteueHne

CpOKa FOAHOCTM 3aBUCUT OT AaTbl 3aBEPLIEHNA TECTOBOTO Neproaa nm

obbema TecTUpyemot npobbi.

VHGOPMaLHMIo O 3aMeHe CM. B PYKOBOACTBE NO/b30BATENA XMMYECKOTO

aHanusaropa Mindray.

BaATue n nogrotoska o6pasuyos

B Tunbi 06pasuos

B KavecTBe NPO6 MCMONb3yIOT CHIBOPOTKY, NNIaaMy KPOBY (8 KadecTse

aHTUKOATyNAHTA MPUMEHVIM TONbKO renapyH-nuTVIA) 1 Mody (AnA cGopa

CYTOUHOI MouM 663 NpUMecell HEOBXORMMO YAANUTb MYTHOCTb

v He KICNIOTHOCTB).*

Mpobupky AnA B3ATUA KPOBM PasHbX NPOM3BOAWTENeN MOryT

copepXaTb PasnuuHble BElECTBa, KOTOPbIE MOTYT B HEKOTOPbIX Cly4anx

MOBANATb Ha pesynbTaThl aHanusa. B kaxpjoit nabopatopum cneayet

YCTaHaBnMBaTb  COGCTBEHHblE  KpUTEpUM  ANA  onpepeneHus

MPUMEHUMOCTU NPOBUPOK ANA B3ATUA NPO6.

W ToAroToBKa K aHanusy

1. O6pasubl  HEOGXOAMMO LEHTPUYTMPOBaTL B  COOTBETCTBUM C
YKa3aHUAMU N3roTOBUTENA NPOBUPOK.
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AHanu3 QOMKeH GbiTb NPOBEMiEH Kak MOXHO CKOpee nocne B3ATUA

Npo6 1 NpepBapyTENbHOI 06PaBoTKY.

MPOBbI CHIEOPOTKA WA MAA3Mbi, MCMONb3yeMble ANA M3MEpeHUA
K cobupars 0, uTOG6bI

MUHUMU3NPOBATL FeMonu3. MaberaiiTe 3arpAsHeHUs, CrycTKOB W

dnokyn.

Ha pesynbTaTbl onpefeneHus MoryT noBMATL NOMeX! BIEACTBUE

remonusa, iMnemun 1 Hanuuma ¢pubpuHa B npobe. He ncnonbsyiite

3arpAsHeHHble 06pasupl. B Takux cUTyauMAX HEOGXOANMO NOBTOPHO

B3ATb NPOGY.

Mepen 3arpysKoit 06pasLoB B aHaNM3aTop y6eanTeCh B OTCYTCTBUN

nysbipei Bo3ayxa.

KoHueHTpauus K* B CbIBOPOTKe Cllerka NpeBbIlLiaeT KOHLIEHTPALVIO B

nnasme.

Mpu koarynauun K' B CbIBOPOTKe BbIIENAETCA U3 TPOMBOLMTOB. Yem

6onblLe YMCNO TPOMBOLNTOB, Tem GonblUe OLIMGKa. OTKNOHEHIE MOXeT

nocTvrath 25%. Mpy 06CNEAOBaHM MaUNEHTOB C BbICOKAM YPOBHEM

N

w

»
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NOXHaA Y Takux
pemmengyerm NpoBEPATL NPOGHI NNa3Mbl.
C npn
C1a6wanoc1b K* B 06pa3suax cbIBOPOTKMA, Na3Mbl 1 MOUM, XPAHALMXCA
B TecToBbIX (Hpexc o

cTabunbHoCTH o6pasua +10%) cneayiolas.

K* B 06pasuax CbiBOPOTKY: 7 JHeil NpU KOMHaTHOii TemnepaType
(15-25°C), 7 pHeit npu Temnepatype oxnaxaeHua (2-8°C)u 1roa npu
(-25)-(-15)°C.2=""
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K* B 06pasuax Mouu: 45 AHeit Npu KOMHaTHOI Temnepatype (15-25°C),
2mecAua npu Temnepatype oxnaxgeHus (2-8°C) u 1rog npu
(-25)-(15)°C. 450"

XpaHAlMecs npoGbl  HEMb3A  MHOTOKPAaTHO — 3amMopaxugatb 1

pasmopaxuBarb.
[ins 6onee gonrux B Kaxaon patopun cneayet
YCTaHaBNMBaTb COBCTBEHHbIE KPUTEPUN CTabUNbHOCTY NPO6.
NogroToska

Ynakoska pearenTta ISE n pedepeHTHbiit anektpoa Na*/Cl/ rotosbl K
MCNONb30BaHMIO.

t TexHuueckoe 06 ne
BKOYan v aHanus, gna

aHaNUTUYECKON CUCTEMBI.

I He B

nocrasku
Homep Homep o] wspenua Pasmep
115-084090-00 dnekTpog HaTpua 13nekTpoa
115-084091-00 JnekTpos xiopa 1 3neKkTpos
115-084088-00 PedepeHTHbIN anekTpoa 13nekTpog

Bydep A: 460 mn

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

105-025540-00 Pas6asuTenn Mmoun x50 mn
105-025543-00  Oumwatoumii pactsop ISE 1x50 mn
105:041321-A0  CPeACTBO AN ouncTin 1X50 Mn

30HAa
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105:002225-a0  CPEACTBO AN OUMCTKU x50 M
30HAa
105-025028-A0 Yucrawee cpeactso C 6x20 Mn

Ans PEATEHTA ANIA OYMCTKV 30HAA v MOIOLIETO CPEACTBA C
PasNMUAIOTCA TOMbKO HasBanA W xapaktepucTiki. Qopmyna v
NpUMeHeHne Te Xe.
Kanubpatop 1 KOHTPONbHbiii peareHT: CM. pasgen WHCTPyKUMn K
peareHTy 0 KaﬂMﬁPOBKe W KOHTpoOne KavecTsa.

o na CTV CM. B PYKOBOACTBE.
" o anA paboTbi npubopa, a
Taloke O NPOLEAYPaX OBCTYKUBAHIA CM. B PYKOBOACTBE MOMb30BATeNA
6uoxMmMmveckoro aHanmsatopa Mindray.
fp P

3Hauenne napametpa Xumuueckuii aHanusarop BS-600M
Mova: CHauana HeobxoaUMo
passecu.
Tunbl npo6bl CblBOPOTKa, Nna3ma Cmewwarite npoby ¢
pasbasuTenem Moun B
nponopuun 1:9.
CbIBOPOTKa, Nnasma 70 mkn
Movua 140 Mk
Buoxummyeckmne aHanusatopbl Mindray cepuu BS umpeHTMYHBI no
napametpam. MHGOpMaumMio © MpoOCMOTpe U peAaKTMPOBaHMA
NapameTpoB aHan3a, NOAPOGHOE ONUCAHME CUCTEMHBIX IPOLEAYP CM. B
PYKOBOACTBE NO/Ib30BATENA XMMIECKOTO aHann3aTopa Mindray.

Mpo6a
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Kanu6poska

1.0 o B pyKosoacTse
NONb30BaTENA XMMUYECKOro aHanusatopa Mindray.

2. Yactota kanubpoBky: Mo ymonyaHuio 8 u.

n BC cnyvasx.

« CmeHa HoMepa NapTuu peareHTa ISE;

« VicTeuenue cpoka roHOCTIA GaKTOPOB KanMBpPOBKIA;

« 3ameHa pedepenTHbIX anekTpoaos Na'/K'/Cl/;

« 3ameHa BaXHbIX KOMMOHEHTOB, Takix Kak NpoBupka npoBbl, Hacoc
npo6b! v Tpy6K Ha Mopyne ISE;

« HeyQ10BNeTBOPHTENbHbI KOHTPOMb KaUecTsa;

« Mocne 06c) moaynsa ISE n BKJ/IIOYaA OUNCTKY
3NEKTPOAOB U NPOBUPOK.

B Kaxgoi nabopatopun cneayet ycTaHOBUTbL COBCTBEHHbIE MpoLieaypbl

B COOTBETCTBUY C KOHKPETHbIMM OGCTOATENbCTBAMM.

KoHTponb kauectsa

[inA aHanusa Kaxpaoil NapTun Npo6 pekoMeHAyeTCA NCNonb3osatb ABa

YPOBHA KOHTPOMbHBIX MaTepuancs. PeKOMEHAYeTCA MCMONb3oBaTh

mynbTukoHTponb  ClinChem Mindray (Kat. N° 105-009119-00 wu

105-009120-00)  ANA  BHYTPEHHEro  KOHTPONA  KavecTea

CbIBOPOTKW/MNA3Mbl U KOHTPONA KayecTsa Ana moun MR (105-001691-00,

HUM3KMit: 1100 MN, BbICOKNIA: 1100 M) ANA BHYTPEHHEro KOHTpONA

KayecTsa aHannsa Mouin.

KoHTponbHble peareHTbl, pasHbIMKA

MOrYT pi A, Ecm nar AC i KauecTsa,
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PeKOMeHAyeTcA  QUKCMPOBaTb  LeneBble 3HAueHMA W MOBTOPHO
GMKCUPOBaTD LeneBble 3HAUEHUA NOCTE M3MEHEHUA NapTM peareHTa
WM KOHTPONIBHOTO peareHTa. Vi3mepsiemoe KOHTPONbHOE 3HaueHue
AOMKHO GbiTb B Npepenax Ecwm
HaxoguTca BHe i
KOHTPOMbHbI/i PEAareHT Kak MMHMMyM eule pas. Ecnu pesynbraT He
A, A 3aMeHUTb W peareHT nnn
obpabotatb ero nocne Ecom
npeanpuUMWTe  COOTBETCTBylowme — Mepsl  WnM  oBpaTMTech K
V3roToBuTenio.

Oxungaembie 3HaYeHNA

Tun npo6bt Avanason
CbiBopoTKa/lnasma B3pocnble 3,5-5,3 Mmonb/n®121314
Moua(24u) B3pocnble 25-125 mmonb/244”

OxXupaembie 3HaueHUs NPeAOCTaBNEHb HA OCHOBE pedepeHTHbIX,
Kkomnaua Mindray nposepuna ux He MeHee yem Ha 120 npobax.
KOHLeHTPauum Kanua B pepepeHCHbIX MHTepBanax, yCTaHOBNEHHBIX ANA
K* B cbiBOpOTKe, Ha 0,2-0,5 MMONb/N Bbilwe, Yem Ans K* B nnasme Kposu.
Bbiiene e C MOYOI HaTPVA, KAUA 1 X/IOPa CYLLIECTBEHHO M3MEHAETCA B
33BMCUMOCTY OT AneTbi. MprBeAeHHbIE 3HaYEHNA ABNAIOTCA TUNNYHBIMK
ANA NioAeit C ycpeaHeHHbIM PaUMoHOM NUTaHuA.!

Kaxpan na6opaTopus JOMKHa ONpeaenuTh co6CTBEHHbIE pedepeHTHbIe
VHTEpBanbl B COOTBETCTBMM C KOHKPETHBIMM ~XapaKTepucTiKammn
MECTHOCT M HaceneHs, MOCKOMbKY OXWJAeMble 3HauYeHUs MOryT
BaPbUPOBATLCA B 3aBIUCMOCTIA OT FEOrPadUUECKIX, PACOBBIX, NONOBbIX
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V1 BO3PACTHBIX Pasinunii.

Pa6ouvie xapaKTepucTnku
B MpeunsuonHocTs
MpeuvanoHHocTb  onpefiensnac B COOTBETCTBAM C PyKOBOACTBOM
EP05-A3, opo6peHHbIM WHCTUTYTOM KAMHWYECKUX 1 NaBopaTOpHbIX
craHpaptos CLWIA (CLSI)®, nyTem aHanu3a KOHTPOMbHbIX peareHToB C
AByMA w CbIBOPOTKM C Tpems
K i peareHT MouM B ABYX YPOBHAX
BbIOpaH B KauecTBe o6pasua Moun. CHauana nposepsnach
nosTopAiemMocTb  (n=20), 3aTem 3TOT oGpasel] aHanWsMpOBANcA
nocnefosatensHo B Teuenme 20  AHein. Kaxabiii  o6pasel
A 2 pasa 3a OfHy no 2 o6p 8 neHb
(n=80). Huxe naHHble ™
peareHToB M 06pasuos Ha BS-600M. pu Mcnonb3oBaHMM Apyrvx
06pasLioB, NPUBOPOB 1 AEICTBUIA [aHHble, MONYYEHHble B APYriX
nabopaTopuAx, MOryT OT/INUATLCA.

cbiBOpOTKa:

B
os::';:m Cpepnee G C
(N=80) ( /n) V% V%
(SD) mmonb/n (SD) mmonb/n

KoHTponb1 335 0,02 05 0,03 10
KoHTponb2 6,25 0,02 03 0,06 1,0
CbiBopoTkal 3,16 0,01 0,5 0,02 0,7
CbiBOpoTKa2 573 0,01 01 0,04 0,6
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CbiBOpoTKa3. 6,64 0,02 0,3 0,05 0,8
Moua:
B
05::;:.03 Cpepmee C C
(N=go) (Mmone/n) v o
(SD) Mmonb/n (SD) mmonb/n
Kontponb1 18,55 0,05 03 0,15 08
KoHtponb2 40,49 0,11 03 033 038
* u Ha paskbix npuGopax
pastisy mozym
W[lnanasoH nsmepexuin
Xumuueckne Mindray o6ec c i
[AManasoH IMHEINHOCTA.
Tun npo6b1 i
CbiBopoTka/lnasma 1-8 mmonb/n
Movua 5-200 Mmonb/n
Mpo6a c Bbicokom nK B C 9
MOIb/N1) CMeLunBanach ¢ NPo6oii C HM3KOW KOHLeHTpaumel (<1 mmonb/n)
Bp & cepunt #1. Mp06a MOUM € BBICOKOV
n K 220 monb/n) cmewwsanach C
Npo6oit ¢ HU3KOW KOHLEHTpaLmeil (<5 MMONb/n) B pasnnuHbix
B cepun 7 K* B Kaxaom
b C uC cucrem  Mindray,
NNHENHOCTU  AeMOHC A C b

KoppenAun r20,990.
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B AHanuTuuecKan cneuunUHOCTL

Wcc b C wcl

PykoBozcTea EPO7, opobpeHHoro CLSI.®

Mpobbl € pasHbIMA  KOHLEHTPALMAMIA Melaiownx Bewects 6binn
npur nyTem Bewlects K Ha6opy
uenoBeyeckix NPob, 1 eCN BOCCTAHOBNEHME HAXOBMNOCH B Npeaenax
+10% OT COOTBETCTBYIOWETO KOHTPONBHOTO peareHTa, Momexa
pacueHnBanac Kak HesHauuTeNbHas.

He b nomex npu Ha nomexy 1o >Toi
MeToavuKe CreAylownx BewecTs. [laHHble 1CCIeoBaHuii nomex nNpob
CHIBOPOTKM Ha BS-600M NpuBOAATCA HIke.

CbisopoTka:
KoHuentpauua KoHueHTpauma OTHOCUTENbHO
e
wee wero "
(mr/pn) (mmonb/n) )
Femorno6un 50 2,86 +9,44
Hexorbioruposan Pe 412 026
Hblit 61AMpy6IH
Koriorupogakbi Pa 402 o4
7 6UAMPYBUH
i 2000 2,56 +7,58
* u Ha pasHbix npuGopax
Pa3HbIX 1A6OPAMOPUAX, MOZYM OMAUYAMBCA.
ECpaBHeHMne MeTof0B
e b C uci
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PykoBogicTBa EP9-A3, yTBepxaeHHoro CLSI™ Cuctemy Mindray BS-600M
(y) cpaBHuBanu ¢ cuctemoit Beckman AU5800 ¢ Ucronb3oBaHNeM ofHNX
1 Tex e 06pa3loB. CTaTUCTUYECKME AaHHbIE, MONYYeHHbIE C NOMOLLbIO
MOCTPOEHWNA NWHEHbIX Perpeccuid, NpeacTasneHbl B  Cneaylowen
Tabnuue*:

Hypke npuBeneHbl gaHHbie cpasrenus K' B 06pasiiax CbiBOpOTKM.

Ananason
Meroa Koapuument O6pasubi (N) KoHueHTpayun
perpeccim  koppenauwm (r)
(mr/n)
y=0,998x+0,048 0,985 17 3,00-5,99
Hike naHHble ¢ K* B 06pasuax Moy
Awnanazon
Meron Kosduunent 06pasupi (N)  KoHUeHTpauun
perpeccun Koppenauum (r)
(mr/n)
y=1,013x-0,11 0,996 101 6,48-154,28
g ) u Ha paskbix npubopax &

pasHen mozym

WnTepnpertayma pesynbraTos

Ha pesynbTatbl MOTYT BAMATL Mpenapatbi, 3a60nesaHna 1 3HAOTeHHble
Bewectsa. ECM KpuBas peakuun HeHopMarnbHas, peKkoMeHayerca
NOBTOPHTH TECT U NPOBEPUTH Pe3yNbTaT.

nj 1 Mepbl npesoc ™

1. UcnombayetcA  Tombko AN muarHocTaku  invitro.  fnA
npodecc o nc & naGopaTopuu. YcTaHoBKa 1
obcnyxuBaHme 3neKTPOoB AOMXHbI BLINONHATLCA
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OMBITHBIM/OGYUEHHBIM KIMHIYECKUM CELMaiCcToM.

Ob6nsatenbHO cobniofarite HEOHXOANUMbIE Mepbl MPeAOCTOPOXHOCTI

npv paboTe co BCcemu 1abopaToOpPHbIMI peareHTamu.

3. He r A TOYHOCTb npu  Hec

VHCTPYKLWMN NO MCMIONb30BaHMIO.

Y6enutech B LUENOCTHOCTM yNaKoBKW Neped McMonb3oBaHuem. He

Vcnonbayiite HaGopbi, €CTM yNakoBKa NOBpeXJeHa. PesynbraTbl

MOrYT OKa3aTbCA HE[JOCTOBEPHBIMM MPU XPAHEHUN B HEAOMYCTUMBIX

ycnosusax.

5. K 45-70 . Ecm

OTK/IOHEHME 3NeKTPOAA MPEBbIWAET AOMYCTUMbIA AMANA3OH 13-3a

GaKTOPOB MNOMVMO peareHTa, HeMe/NIeHHO 3aMeHNTe 3NeKTPOA.

He ute 1. He wuc iTe npocp

3NeKTPOAbl 1 peareHT. CPOK FORHOCTA CM. Ha STUKETKe YNaKoBKM.

! o 3aMeHbl 3NEKTPOAOB CM. B

pykoBoacTBe KOro pa Mindray.

Echn | XPaHATCA B Buge (npu 2-8°C), To

nepep uci vx cnepyet 10 BOCTVXEHIA MK

KOMHaTHOV TeMnepaTypbi.

Mo 3aBeplueHMM BONBLIOTO YMCNa TCTOB GenKku it Munuabl B Npobe
A Ha ™ UTO MOXET BNMATL Ha

KM A ounwats
nocnie 3aseplieHns TecTos ISE Kaxablii AeHb win obcnyxusatb
nepes nuTaHuA
VHGOPMALMIO O KOHKPETHBIX 3Tanax OUMCTKN CM. B PYKOBOACTBE
KOro Mindray.
8. BUONOryecKkan ONacHOCTb CylIECTBYeT, MOCKONbKY BO BpeMa TecTa

~

»

o

N
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3NEKTPOABI MOTYT KacaTbCA MPoGbl MauveHTa, W OCTaTKN NPOGbI
CbIBOP MOryT C BUPYCbI 1 CbIBOP . Bo
npn - ucr 3NeKTPO/OB  HajeBaiiTe

nepuatku. Mpu nonagaHny Npobbl Ha KOXY HEeMeANeHHo npomoiiTe

3arpA3HEHHYI0 0BNACTb Tena BOAO C MbITOM.

Mepen yCTaHOBKOI 3NEKTPO/I0B BLINOAHMTE OCMOTP 1 yBeaUTECh, UTO

YepHOe YNNIOTHUTENbHOE KOMbLO KaX[0ro NEKTPOA OTCOGAUHEHO,

B MPOTMBHOM CNlyvae BO3MOXHO MNOXOE YNNOTHEHWe Tpy6KI

3NEKTPOAa, 4TO MOXET NOBAVATL Ha [JOCTOBEPHOCTL Pe3yNbTaTos.

10.Mepen ycTaHOBKOI ocmoTpuTe i pactsop
Ha Hanuuve nysbipeii. OCTOPOXKHO BCTPAXHUTE SNEKTPOAbI, UTOGbI
ny3bipy (MPY HaMYMM) BCABIA.

11.YTunusnpyiiTe Bce npobbl W OTXOAbI B  COOTBETCTBUM  C
TOCYAAPCTBEHHBIMIA 11 MECTHBIMY 3aKOHaMM 11 TPE6OBaHNAMM.

12.Macnopt  6esonacHoCTW  AOCTYNeH AnA  NPOGECCUOHAMbHBIX
nonb3oBateneli no 3anpocy.

13.YCTaHOBITE MEKTPO/bI B COOTBETCTBIAM C YKA3aTENAMM Ha OTCEKe ANA
3NeKTPOoB. HenpaBunbHan yCTaHOBKA MOXET MPUBECTU K OTKasy
Kanu6poBKu.

14.CniepyeT 3an003pUTL HECTABMALHOCTL UNK GUIMYECKUiA M3HOC NpY
HANMUMN BUAVIMbIX MPUSHAKOB yTEUKM, OCAAKOB UMK MUKPOGHOTO
pocta, ww ecn ponbHbie He
cootBeTCTBYIOT B8O wwm
KpuTepuam cuctembl Mindray.

15.BCe U3BECTHBIE PUCKI CHIDKEHBI HACKOMBKO 3TO BO3MOXHO C y4eToM
O6WWENPU3HAHHOTO YPOBHA TEXHUYECKOTO PasBUTMA, OCTATOUHbIN
06LWMIN PUCK ABNAETCA NPUEMIEMBIM.

©
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16.0 MOGOM CepbesHOM MPOUCWECTBUN, CBA3AHHOM C  AaHHbIM
MPOAyKTOM, ~ HeobXxoAuMO  COObWWTL  MpousBoauTento 1
KOMNeETEHTHOMY opraHy [ocyAapcTBa-uneHa, B KOTOPOM NpeGbiBatoT
Monb30BaTesNb U/WAN NALIMEHT.
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Tpaduueckne cumeonbt
E@ c €a|za
MenauumHckoe OduumanbHbIi
AL o duu CM. MHCTPYKUMMN .
YCTPOWCTBO ANA NpeAcTaBuTeNb o Esponeiickoe
AMarHOCTUKN 8 Esponerickom cootBeTCTBIE
i 3KcnnyaTaumMm
in vitro coobujectse

2024-12, Pycckmit 2-16 P/N: 046-024870-00 (5.0)



mindray C€..

A o S

TemnepaTypHble NpoussoauTens Cpok
orpaHnueHns rogHocT

Kog naptin

YHUKanbHblit
naeHTUdMKaTOPYC
TpoiicTea
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