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CI Electrode

Chloride Electrode

(For use with direct ISE module)
Order Information

Cat. No. Package size

115-084091-00 1 electrode

Intended Purpose

Chloride electrode is used for the in vitro quantitative determination of
CI' 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 hyperchloremia and hypochloremia
and aiding to diagnose renal diseases.

Summary

It is used to quantitatively measure the concentration of CI in serum,
plasma and urine. CI' is the main anion of extracellular 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. Almost all
the chloride ions are absorbed from the intestinal tract and excreted
through the kidneys. The detection results of Cl-are used to diagnose
hypochloremia and hyperchloremia. Hypochloremia 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 disease. Hyperchloremia often occurs in dehydration,
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acute nephritis, hypertension, renal failure, or high dietary or parenteral
chloride intake.'

Assay Principle

The sample concentration of CI 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 Cl ion selective electrode and the concentration of the Cl 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 main components of CI 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 Cl
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 six 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.

and prep

W 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.

W 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 CI 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
hemolysis, lipemia and fibrin in the sample. In the above situations,
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re-collection is rec Do not use cor i specimens.

5. Before loading the specimens on the analyzer, make sure there are no
air bubbles.

B Specimen Storage Stability

The stability of Clin serum, plasma and urine specimens stored in sealed
test tubes (the deviation index of specimen stability is +10%) is as
follows:

CI 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.**""

CI in urine specimens: 7 days at room temperature (15-25°C), 7 days
refrigeration temperature (2-8°C), and 7 days at (-25)-(-15)°C.43"!

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*/ Na'/ 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 ipti Package size
115-084089-00 Potassium Electrode 1 electrode
115-084090-00 Sodium Electrode 1 electrode
115-084088-00 Reference Electrode 1 electrode
105-025539-00 ISE Reagent Pack Buffer A: 460 mL
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Buffer B: 360 mL

105-025540-00 Urine Diluent 1x50 mL
105-025543-00 ISE Cleaning Solution 1x50 mL
105-041321-A0 PROBE CLEANSER 1x50 mL
105-002225-A0 PROBE CLEANSER 1x50 mL
105-025028-A0 DETERGENT C 6x20 mL.

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.
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 installing, viewing and editing assay
parameters or for a detailed description of system procedures, refer to
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the Mindray Chemistry Analyzer Operator's Manual.

Calibration

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

2.Calibration frequency: 8h by default.

Recalibration may be necessary when the followings occur:

o 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;

« 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 s used, it is recommended to accumulate the target value
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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 99-110 mmol/Lo121314
Urine(24h) Adults 110-250 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

WPrecision

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
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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:
i Mean il Within-Lab
Type (N=80) (mmol/L) SDmmol/L CV% SDmmol/L _CV%
Control1 76.9 03 03 0.8 1.1
Control2 105.7 0.4 03 0.3 03
Serum1 87.0 0.1 0.2 0.3 03
Serum2 107.5 0.2 0.1 03 03
Urine:
Mean il Within-Lab
Type (N=80) (mmol/L) SDmmol/L CV% SDmmol/L CV%
Control1 63.3 0.1 0.2 0.6 0.9
Control2 123.9 0.2 0.2 0.9 0.7
* results in different. r laboratories may vary.

W Measuring range
The Mindray chemistry analyzer provide the following linearity range:

Sample Type ing range
Serum/Plasma 50-150
Urine 15-400

A high concentration CI serum sample (approximately 160 mol/L) is
mixed with a low concentration sample (<50 mmol/L) at different ratios,
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generating a series of dilutions. A high concentration CI- urine sample
(approximately 440 mol/L) is mixed with a low concentration sample (<
15 mmol/L) at different ratios, generating a series of dilutions. The Cl
concentration of each dilution is determined using Mindray System, the
linearity range is demonstrated with the correlation coefficient r=0.990.
B Analytical Specificity

Interference studies were conducted using CLSI Approved Guideline
EP07.°

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:

imtarferim Interferent Analyte Relative
Snbstanceg Concentration Concentration  Deviation
(mg/dL) (mmol/L) (%)
Hemoglobin 1000 95.59 -1.84
Unconjugated 60 1004 +219
bilirubin
Conjugated
bilirubin 60 106.8 +5.11
Intralipid 2000 80.11 +4.04
ive data or results in different or ies may vary.
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® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP9-A3." The Mindray BS-600M system (y) was compared with Beckman
AUS800 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

Regression Fit Coefficient (r) Sample (N) Range (mg/L)
y=1.022x-1.953 0.962 120 77.3-125.1
The comparison data of Na* in urine specimens is as follows:
. . Correlation Concentration
RegressionFit  coefficient(r)  S>™P'® ™) Range (mg/t)
y=0.971x+3.226 0.990 101 15.9-3134
* ive data or results in different or ies 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.

2. Please take the necessary precautions for handling all laboratory
reagents.
3. Reliability of assay results cannot be guaranteed if the instructions in
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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 Cl electrode: 40-70 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 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.

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

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

13.nstall 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/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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nexkTpop ClI

SneKTpopa xnopa

(Ana uc 4 ISE)
Wndopmauna ans 3akasa

Homep Homep Pasmep

115-084091-00 1 3nekTpoa

HasHauenune

3neKTPOA XN0pa NpejHasHaueH [ANA KONMYECTBEHHOTO OnpefeneHns
KoHUeHTpauun Cl' B ycnoBusx in Vitro B 06pasiiax CbIBOPOTK, Nnasmbl
KPOBW U MOuUM YenoBeka Ha GUoXumMMueckux aHanusatopax Mindray
cepun BS. OH npeaHasHaueH ANA UCMONb30BAHUA NPU AArHOCTUKE U
MOHWTOPWHIe  TepaneBTUueckoro  dddekta  runepxnopemun  n
FUNOXNOPEMMM, a TaKKe NOMOLLY B AMarHOCTYKE 3a60NeBaHMiA NOYeK.

CBopka

Wcnonb3yeTca Ans KONMYECTBEHHOrO onpefeneHns KoHuentpauun Ck
CbIBOPOTKe, Nnasme KpoBu 1 Moue. Cl' ABNAETCA OCHOBHbIM aHUOHOM
BHEKNETOUHOI KMAKOCTU. Er0 GU3MONOruueckoii yHKUVel ABnAeTcA
KNeTouHoro PerynaunA ocMoTMYECKOro
AaBNEHUA 1 KUCTOTHO-LLENOUHOO BanaHca, OH UTPaeT BaXHYIo POfib B

o HEpBHbIX 1
KneTok. 0TI Bce MOHBI XN10pa a6COPBUPYIOTCA U3 KMLIEUHOTO TPaKTa 1
A yepes noukn. P Cl e A

B AVarHocTuke T nor n
06bIuHO Ay npu nuTaHuy,
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aHOpeKcuM,  KoMe,  3a6ONeBaHWAX  MUWEBAPUTENbHOTO  TPaKTa,
HEBO3MOXHOCTW Mpuema nuwm nocne Gonblmx onepaumin Ha XKKT,
Kopbl W novex. vacto
BCTpeuaeTci npu 06Ee3BOXWUBAHWW, OCTPOM HedpuTe, TUNEPTOHWN,
NOYEUHOI HEOCTATOYHOCTY UNIU M3EBITOUHOM NOCTYNAGHAN XOPUAOB
C NVLLeVt AV NPV NapeHTEpanbHOM BBEAEHNN.!
MpuHunn aHannsa
KoHuentpauua ClI' B npobe CbiBOPOTKM, MAasMbl WAW MOUM Ha
XMMUYecKoM  aHanusaTope  Mindray  usmepsetcA  MeToomM ¢
ICNONb30BaHMEM UOHOCENEKTUBHOTO 3NeKTpoAa (NpAMOii MeTop). Bo
Bpemsa n3mepeHvs Na*/K*/Cl npo6a npoxoanT  yepes
VIOH-M3MEPUTENIbHbIA SNEKTPOR M Yepes PedepeTHbIA 3NeKTPop.
Bcneactave ™K VoH
NpOXOAUT Yepes npoLiecc obmeHa NOHOB W Auddy3uio Ha mMatepuane
c o
VIHTEHCUBHOCTb  OTBETA  MEMBPAHHOTO MoTeHUMana CBA3aHa C
KOHUEHTpauueil W3MepAeMoro MWoHa. Yem Bbile KOHLUEHTpauus
W3MepAeMOoro NoHa, Tem 6onblue 7] O
mexay Ha  WoHoC <]
KOHLieHTpaLmei noHos CI' B npobe BbipaxaeTca ypasHeHnem HepHcra.
KOHUeHTpauuio MOHOB B MpoGe MOXHO paccuuTaTb Ha OCHOBE
VM3MEPEHHOTO NoTeHUMana.*
KnioueBbie KOMNOHEHTbI
OCHOBHbIMI KOMMOHeHTaMn 3nekTpofa Cl' ABNAIOTCA uyBCTBUTENbHAA

cnp KaHanom npobbi, a Takke
pechepencHbiii pacTaop 1 pedepencHsit anexTpon Ag/AgCl 8 Hecywieii
cpene. uyBC snextpopa Cl
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RBNAIOTCA GOTORNEMEHTHI.

XpaHeHne 1 cTabunbHOCTD

XpaHeHue 1 CTabUIbHOCTb: CM. CPOK FOAHOCTM, YKa3aHHBIi Ha STUKeTKe,
NPU XPaHEHUN B HEOTKPHITOM COCTOAHUN B TeueHne 12 MecAues npn
2-32°C 6e3 KoHAeHcaUun.

CrabunbHocTb B Nprbope: Mocne yCTaHOBKM NEKTPOAOB B TeueHNe 6
MeCALEB MOXHO MpoaHanusnposatb 10000 npo6. Vcteuenne cpoka
FOAHOCTI 3aBMCUT OT AaThi 3aBepWeHNA TecTOBOrO Nepuoja Min
obbema TecTUpyemoii Npobel.

VHCTpyKuMM MO 3aMeHe  CM. B PYKOBOACTBE  Monb3osarens
6Broxumnyeckoro aHanusaropa Mindray.

BaATue n nogrotoeka o6pasuyos

B Tunbi 06pasyos

B KauectBe npoGbl MOAXOANT CbIBOPOTKA, Mnasma (B KauecTse
AHTVIKOAryNAHTa MPUMEHIM TOBKO FrenapuH-nnThin) 1 Moya (Ana c6opa
CyTOuHO MouM 6e3 Mpumeceil HEOGXOAUMO YAANMTL 3aMyTHeHue
LeHTpUdYrnpoBaHneMm, 1 He 3aKUcnATL).>

MpO6UPKA ANA B3ATMA KPOBU pAsHbIX NPOM3BOAWTENe MOTYT
CopiepXaTb Pa3nuuHble Bel|eCTBa, KOTOPbIE MOTYT B HEKOTOPbIX ClTyHanX
MOBAUATL Ha pesynbTaThl aHanu3a. B Kaxaoii naGopatopun crepyet
yCTaHaBnMBaTb  COBCTBEHHble — KpUTEpUM — AnA  onpedeneHus
NPUMEHIMOCTY NPOBUPOK ANA B3ATUA NPOG.

W MoaroToBKa Kk aHanusy

1. O6pasubl HEOBXOAUMO LeHTPUdYrUpoBaTb B COOTBETCTBAN C
yKa3aHUAMM U3roTOBUTENA NPOGUPOK.
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2. AHann3 pomxeH GbiTb NPOBEAGH KaK MOXHO CKopee nocne B3ATUA

npo6 1 npeaBapuUTenbHOi 06PaboTKiA.

3. Mpo6bl CbIBOPOTKN WAN MNasmbl, UCMOb3yeMble ANA WU3MepeHus
cl, cobupatb 4TO6bI
remonus. fie 3ar CrycTKoB 1 dnokyn.

4. Ha pesynbTaTbl ONpefeneHns MOryT NOBAUATL MOMEXY BCNEACTBUE

remonusa, nunemun 1 Hanmuna GubpUHa B Npobe. B TakvX cUTyaUMAX

HEOBXOBUMO NOBTOPHO B3ATb NPOBY. He MCMONb3yiiTe 3arpAsHEHHbIE

o06pasubl.

5. Mepep 3arpy3Koil 0BPa3LOB B aHaNM3aTOp y6eAUTECh B OTCYTCTBMM

nysbipeii Bo3ayxa.

(<

Tb NpN
Cra6unbHocTb Cl'8 06pasyax CHIBOPOTKM, Na3Mbl U MOUM, XPaHAMXCA
B TeCToBbIX (Hpekc

cTabunbHoCTH 06pasua +10%) cneayiolas.

CI B npo6ax c : 7 aHelt npu ype (15-25°C),

p
7nHet npu  Temnepatype oxnaxaeHua (2-8°C) u  1roa npu
(-25)-(-15)°C.#>1
CI' B 06pasuax Moum: 7 AHeli NP KOMHaTHOIA Temnepatype (15-25°C),
7nHell npu  Temnepatype oxnawaeHus (2-8°C) w7 pHein npu
(-25)-(-15)°C.2>"
XpaHfimecs npoBbl  HENb3A  MHOFOKPAaTHO  3aMOpaxwBath ¥t
pasmopaxvBarb.
[Ina 6onee ponrux B Kaxqoit naopaTopum cnepyet
YCTaHaBMBATb COGCTBEHHbIE KPUTEPUN CTABUIBHOCTU NPO6.
Noaroroeka
YnakoBka peareHta ISE u pedepeHTHbIn 3nekTpog K'/Na‘*/ rotosbl K
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VCMIONb30BaHMIO.
[ TexHMYecKoe 06¢ ne

onepauyu, BKIoYas KanMGPOBKY 1 aHann3, A1 NPOBEPKI NapaMeTpoB
AHANNTUYECKO CMCTeMBI.

H He B
nocraskm
Homep Homep [ wpennn Pasmep
115-084089-00 dnekTpog Kanua 13nekTpoa
115-084090-00 dnekTpog HaTpua 13nekTpoa
115-084088-00 PedepeHTHbIN 3neKTpoa 13nekTpoa

Bydep A: 460 mn

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

105-025540-00 Pa36asuTens MouM 1X50 Mn

105-025543-00  Oumuatouii pactsop ISE 1x50 M

105:041321-A0  CPeACTBO ANA oumcTi 1X50 M
30HAa

105-002225-A0  CPeACTBO AN ouncTiN 1X50 Mn
30HAa

105-025028-A0 Uncrawee cpeactso C 6x20 Mn

Ana PEATEHTA ONA OYUCTKM 30HAA n MOIOLWErO CPEACTBA C
PasnyaloTCcA TOMKO HasBaHWA W XapaktepucTvku. Qopmyna u
npUMeHeHve Te xe.
KanubpaTop W KOHTpONbHbIiA peareHT: CM. pasgen MHCTPYKUMM K
peareHTy 0 KanMBPOBKE 1 KOHTPONE KaueCTBa.

o s CTI CM. B PYKOBOACTBE.

o AnA pabotsl npubopa, a
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TaKke O npoueaypax O6CNYKNBaHNA CM. B PYKOBOACTBE NOb3oBaTens
XMMUYecKoro aHanusatopa Mindray.

Mpoueaypa aHannsa

i BS-600M

Movua: CHauana
Heo6X0AMMO pa3BecTu.
Tunsl npo6b CbiBOpOTKa, Nnasva  CmeluaiiTe npoby ¢
pas6aBuTenem Mouy 8
nponopuym 1:9.

CbiBOPOTKa, NNa3ma 70 Mkn

Mpoca Moua 140 min

Buoxummieckne awanmsatopsl Mindray cepun BS WAeHTMUHB Mo
napametpam.  MHpopmaumio 06  ycTaHoBke, mpocMoTpe U

aHanusa, onucanme
CUCTEMHbIX NPOLIEAYP CM. B PYKOBOACTBE MONb30BATENA XMMUUYECKOrO
aHanusaropa Mindray.

Kann6poska
1.

o np P M. B pyKosoacTse
Nonb30BaTeNA XMMMYECKOro aHanusatopa Mindray.

2. Yactota Kanu6poekm: Mo ymonuaHumio 8 u.

n BC cnyvasx,

« CmeHa HoMepa napTuu peareHTa ISE;

« VcTeueHue cpoka roaHoCTH GakTopoB KannbpoBKY;

« 3ameHa pedepeHTHbIX anekTpoaos Na*/K*/Cl/;

» 3ameHa BaXKHbIX KOMMOHEHTOB, TakMX Kak Npobupka Npobbl, Hacoc
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npo6bl 1 Tpy6KI Ha moayne ISE;
« HeynosnetsopuTenbHbIit KOHTPONb KayecTsa;
« Mocne 06c) moaynsa ISE n BKJ/IIOYAA OYMCTKY
3M1eKTPOIOB 1 NPOBUPOK.

B Kaq0i1 Na6OpaTopUM CNEAYeT yCTaHOBUTL COBCTBEHHBIE MPOLEAyPbI

B COOTBETCTBUM C KOHKPETHBIMM OBCTOATENbCTBAMM.

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  KOHTPOMA  KavecTsa

CbIBOPOTKM/MNa3Mbl 1 KOHTPONA KayecTsa AnsA Moun MR (105-001691-00,

HU3KMit: 1100 MN, BBICOKWIA: 1100 M) ANA BHYTPEHHEro KOHTPONA

KauecTsa aHanu3a Moui.

KoHTpOnbHbie peareHTb, pasHbiMn .,

MoryT p 5. Ecnu nar A C /i KOHTPONb KavecTsa,

PEKOMEHAYETCA  (UKCMPOBaTb  LieNeBble 3HaueHMs W MOBTOPHO

GUKCMPOBATH LieNeBbie 3HAUEHIA NMOCNE UMEHEHUA NaPTUM peareHTa

WM KOHTPONIBHOTO peareHTa. i3mMepsiemoe KOHTPONbHOE 3HaueHue

[OMKHO 6biTb B Ecm

HaxopuTcA BHe a i

KOHTPOMbHBI PEareHT Kak MUHMMym euwe pa3. Ecm pesynbrar e
A, A 3aMeHNTb i peareHT wnm

obpabotatb ero mocne Ecm

npeAnpuMMTe  CoOTBETCTByloMe — Mepbl WM obpatutech K

w3rotosuTenio.
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Oxupaembie 3HaueHUsA

Tun npo6bi Awnanasox
CoiopoTka/Mnasma B3pocnbie 99-110 Mmonb/n® 121314
Movua(24y4) B3spocnbie 110-250 mmonb/244”

Oxvpaemble 3HaueHWA MPeAOCTaBNEHbl Ha OCHOBE PpehepeHTHbIX,
KkomnaHua Mindray nposepuna 1 He MeHee yem Ha 120 npobax.
BblaeneHue ¢ Moyl HaTPUA, Kanns 1 XNOPa CYLLECTBEHHO M3MEHAETCA B
3aBUCUMOCTY OT AneThl. MPUBEACHHBIE 3HAUEHUA ABNAITCA TUNNYHbIMMA
ANA NoAen € yCpeaHEeHHO ANeToi.
Kaxpan nabopatopua fomkHa onpeaenTb co6cTeeHHble pedepeHTHbie
VHTEpBanbl B COOTBETCTBMM C KOHKPETHBIMM XapakTepucTiKammn
MECTHOCT M HaceneHs, MOCKOMbKY OXWAAEMble 3HaYeHUs MOryT
BaPbUPOBATLCA B 3aBIUCIMOCTI OT FEOrPAadUUECKX, PACOBBIX, MONOBbIX
V1 BO3PACTHbIX Pasnvumii,
Pa6oune xapakTepucTnku
ElMpeyn3noHHOCTD
MpeuysnoHHOCTb  Onpepensnac B COOTBETCTBAM C PyKOBOACTBOM
EP05-A3, opo6peHHbIM WHCTUTYTOM KAMHWYECKUX U NaBopaTOPHbIX
cranpapros CIUA (CLSI)® nyTem aHanM3a KOHTPOMbHBIX PEareHTos C
Asyms " CbIBOPOTKM C Tpema
K /i peareHT MOuM B 1BYX YPOBHAX
Boi6paH B KavectBe obpasua Mous. CHauana npoBepsnach
noBTOpAEMOCTb  (n=20), 3aTem 3TOT OGpasel aHaNM3MpOBANCA
nocneposatensHo B Teuenme 20  AMeir.  Kaxapiii  o6pasel
aHanusuMpoBanca 2 pasa 3a ofHy o6paboTky no 2 06paboTku B AeHb
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(n=80). Hiwxe BaHHble ™
peareHToB 1 0Gpasos Ha BS-600M. Mpu ncnonbsosaHun Apyrvx
06pasLoB, MPUGOPOB U AEICTBMl AAHHbIE, MOMyuEeHHble B APYIUX
naGoPaTOpPUsIX, MOTYT OTAMYATLCA.

cbiBOpoTKa:
Tun CpepHee CraHpapTHoe Cr:unapmoe
o6pasuos iy
(N=80) e
(SD) mmonb/n (SD) mmonb/n
KonTponb1 76,9 03 03 08 11
KoHTponb2 105,7 04 03 03 03
Cbisopotkal 87,0 01 0,2 03 03
CbiBopoTtka2  107,5 0,2 0,1 03 03
Moua:
B paTop!
TR enmee Crangaprhoe Cranpapthoe
o6pasuoe . V% %
(N=80)
(SD) mmonb/n (SD) mmonb/n
KonTponb1 63,3 0,1 0,2 0,6 09
KonTponb2 1239 0,2 0,2 09 0,7
* u Ha pasHbix npubopax 8
pastion mozym

B [lnanasoH nsmepennit
XvMudeckne aHanusatopbl  Mindray obecneunBaloT - cnepylowmin
[AVaNa3soH IMHEAHOCTH.
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Tun npo6bt Avanason usmepennit
CbiBoportka/lnasma 50-150
Moua 15-400
Mpoba ¢ BbicoKOM W Cl B c
160 monb/n) cMelwmBanach ¢ NPOGON C HU3KOW KOHUEeHTpaumein (<50
MMOnNb/N) B P B cepumn . Npo6a moun

C BbicoKOW KoHUeHTpaumein CI' (npubnusutensho 440  monb/n)
CcMelwmBanach ¢ Npoboi C HW3KOI KOHLEHTpauueit (<15 mmonb/n) B
p B cepun i Crs
Kaxgom b C ua cnctemel
Mindray, #  AvanasoH  AMHEMHOCTM  AEMOHCTPUPOBANCA  C
Ko3pPULMeHTOM Koppenaumm r =0,990.
B AHanuTMYecKas cneynduUHoOCTL
Ve b C Ut
PykoBopcTBa EP07, ogo6penHoro CLSI.*
Mpo6bi € PasHbIMIA KOHLEHTPAUMAMU MEWalowyX BewecTs b
npur nyTem Bewects K Ha6opy
uenoBeyeckix NPob, 11 eCn BOCCTaHOBNEHME HAXOBMNOCh B Npeaenax
+10% OT COOTBETCTBYIOWIErO KOHTPONLHOTO —peareHTa, nomexa
pacLieHMBanach kak HesHauuTesbHas.

b nomex npu Ha nomexu no 7ol
MeToAnKe CreAylownx BelecTs. [laHHble UCCNeAoBaHMi Momex npob
CHIBOPOTKM Ha BS-600M NpuBopATCs HiXKe.
CoisopoTka:
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KoHuentpauna KoHuenTpauus

OTHOCUTenbHO
e
wee wero "
(mr/pn) (Mmonb/n) )
Femornobun 1000 95,59 -1,84
Hexormioruposan . 1094 219
Hblit 61AMpPY6IH
Kowmiorupogansi 0 1068 511
1 61AMpy6UH
WuTpanunuabiit 2000 80,11 +4,04
* ) u Ha paskbix npuGopax 6
pastisy mozym
W CpaBHeHue MeTOA0B
e b ¢ v

PykoBopcTBa EP9-A3, yTBepxaeHHoro CLSIL™® Cuctemy Mindray BS-600M
(y) cpaBHuBanu ¢ cuctemoit Beckman AU5800 ¢ UCronb3oBaHNeM OfjHNX
1 Tex e 06pa3yos. CTaTUCTUYECKME AaHHbIE, MOyYeHHbIE C MOMOLLbIO
NOCTPOGHMA NIMHENHbIX PErpeccuii, NPeAcTaBneHbl B Cneaylouein
Tabnuue*:
Huxe AaHHble C Na* B 06pasuax ¢
Metop
perpeccun Koppenauum (r) (N) KOHUeHTpauum (mr/n)
y=1,022x-1,953 0,962 120 77.3-1251

Hure npuBeeHbl AaHHble cpaBHeHA Na' B 06pasiiax MouM.
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MeTtop Koadpdpuument O6pasupbi Awvanasox

perpeccun Koppenauum (r) (N) KOHUeHTpauum (mr/n)
,971x+3,226 0,990 101 159-3134
B u Ha paskix npubopax 6
pasHen mozym
WnTepnpetauua pesynbratos
Ha pesynibTaTbi MOryT BAMATL Npenapatbl, 3a60NeBaHNA 1 SHAOTEHHbIE
BeujectBa. ECM KPWBas peakuMu HEHOpMarnbHas, peKoMeHyeTca
NOBTOPHTL TECT U NPOBEPUTH Pe3yNbTaT.

n " mepbl

1. WcnonbsyeTca  Tonmbko AR AMAarHOCTMKA  invitro.  [na
npodecc HOTO Cl B patopun. YCTaHoBKa 1
obcnyxuBanme 3NEKTPOAOB ROMKHbI BbINONHATLCA

ONbITHBIM/OBYUEHHbIM KIMHIYECKM CNELMANICTOM.,
O6nsaTensHo cobnionaiite HEOBXOAMMbIE MepbI MPEAOCTOPOXKHOCTA
npv paboTe co BCcemu 1abopaToOpPHbIMI peareHTamu.
3. He r A TOYHOCTb npu - Hec
VHCTPYKLIM 11O MCMONb30BAHNIO.
Y6enutech B LUENOCTHOCTM yNaKoBKW Neped McMonb3oBaHuem. He
ncnonb3yiite Habopbl, €CAM ynakoBKa MOBpexjeHa. PesynbTatbl
MOrYT OKa3aTbCA HEAOCTOBEPHBIMIA MPU XPAHEH!I B HEAOMYCTUMbIX
yenosusax.
5. yrnosoro CI: 40-70

Ecnn OTKNOHeHWe 3neKTpoAa npeBbllaeT AONyCTUMbIA AWanasoH

]

»
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3-3a $aKTOPOB MOMMMO peareHTa, HeMeAneHHO 3aMeHTe 3NeKTPOA.

6. He Te 1. He wuc ite npocp
3neKTpoabl U peareHT. CPOK FOAHOCTM CM. Ha 3TUKETKe yNakoBKM.
m 0 3aMeHbl SNEKTPOOB CM. B
pykoBoacTBe KOro pa Mindray.
Ecnmn XpaHATCA B suge (npu 2-8°C), To
nepes i vx cnepyet 10 OCTVXEHIA UMK

KOMHaTHOV TeMnepaTypb.
. Mo 3aBepweHn 6oNbLIOro Yncna TecToB Genkin n nunugpl B npobe
A Ha ™ UTO MOXET BAMATL Ha
KN A ounuaTh

nocne 3aBeplueHnA Tectos ISE Kagbiii AeHb WM oBChyXUBaTH

aneKTpogb! nepes nuTaHnA

VHGOPMALMIO O KOHKPETHbIX Tanax OUMCTKN CM. B PYKOBOACTBE

Koro Mindray.

BUONOruyeckan ONacHOCTb CylieCTBYeT, NOCKOMbKY BO BpemA TecTa

3MEKTPOAI MOFYT KacaTbCa Mpobbi MalMeHTa, W OCTaTKM NpoGbI

CbIBOPOTKN MOTYT COfepXaTb BUPYCI 1 CIBOPOTKY. Bo u3bexakue

npu vc it

nepuatku. Mpy nonagaHum Npobbi Ha KoXy HEMEANEHHO NPOMOiiTE

3arpA3HeHHyIo 06NaCTb Tena BORON C MbIIOM.

9. Mepep yCTaHOBKO 3NEKTPOOB BLINONHUTE OCMOTP U y6eAUTECh, 4TO
YepHOe YNNOTHUTENbHOE KOMBLIO KaX/IOr0 NEKTPO/A OTCOBANHEHO,
B NPOTUBHOM Cllyuae BO3MOXHO MJIOXOE YMAIOTHEHWe TpyGKM
3NEKTPOAA, 4TO MOXKET NOBAVATH Ha JOCTOBEPHOCTL Pe3yNbTaToB.

~

o
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10.Mepen yCTaHOBKOW 3M1€KTPOAOB OCMOTPUTE PedepeHTHbIi pacTBop
Ha Hanuuve nysbipeii. OCTOPOXHO BCTPAXHUTE SNEKTPOAbI, UTOGbI
Ny3bipU (MPY HANWYMAM) BCABINAL

11YTuamsnpyiite Bce npoBbl M OTXOAbI B COOTBETCTBMM C
TOCYAAPCTBEHHBIMIA 11 MECTHBIMY 3aKOHaMV 11 TPEGOBaHMAMM.

12.Nacnopt  6e30MacHoCTM  AOCTYNeH  MIA  NPOPECCHOHANbHBIX
nonb3oBateneil No 3anpocy.

13.YCTaHOBITE MEKTPO/bI B COOTBETCTBIAM C YKAa3aTENAMU Ha OTCEKe ANA
3neKTpoAoB. HenpasunbHan yCTaHOBKa MOXeET NPUBECTU K OTKasy
KanubpoBKM.

14.CniefyeT NPeAnonoXUTL HECTABUBHOCTD WU GUSNUECKUIl U3HOC
NpU  HANMUMM  BUAVMbIX NPU3HAKOB YTEUKYW, OCaAKOB WnM
MUKPOGHOro pocTa, Wi ecnn
He cooTBeTCTBYIOT BO wwm
KpUTepMAM cuctembl Mindray.

15.Bce M3BECTHBIE PUCKY CHIKEHbI HACKOMBKO 3TO BO3MOXHO C YUeTom
OBILENPU3HAHHOTO YPOBHA TEXHUUECKOTO PA3BUTUA, OCTATOuHIIA
06U PUCK ABNAETCA NPUEMIEMbIM.

16.0 nio6oM CepbesHOM NPOMCLUECTBUW, CBA3AHHOM C  AaHHBIM
NPOyKTOM, ~ HEOBXOmMMO  COOBWMTb  Mpou3BOAWTENio U
KOMReTeHTHOMy OpraHy [0Cy[apCTBa-uneHa, 8 KOTOPOM NpeBbiBaloT
Nonb30BaTeNb /UK NALMEHT.
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Fpaduueckmne cumsonbl

[1i] CE€..,

MeauunHckoe  OuumansHbii

yCrpoicrsoam  npeacrastens MMV Eqponcicioe

AvarHocTMkM B EBpONeiickom cooTBeTCTBUE
invitro coobyecTse aKennyarauun

wl =

MpowssoayTens Cpok roaHOCTH

TemnepaTypHble
orpaHnueHnsa

Koa naprim
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YHUKanbHbI
npeHTMdNKaTop
ycTpolicTea
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