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105-000864-00
105-001600-00 R: 4x45 mL

Intended Purpose

In vitro test for the quantitative determination of Calcium (Ca) concentration
in human serum, plasma or urine on Mindray BS series chemistry analyzers.
It is intended to be used for aiding to diagnose hypercalcemia and
hypocalcemia.

Summary'*

In plasma, calcium consists of three forms: free, conglutinated with proteins
or complex with anions such as phosphate, bicarbonate and citrate. Calcium
is an absolutely necessary cation for cell functions. For example: muscle
contraction, bone mineralization, glycogen metabolism, blood concretion
and nerve impulses conduction.

Renal diseases, liver diseases, intestinal malabsorption, acute pancreas
inflammation, vitamin D deficiency, adrenal cortical hormone therapy,
diuretic treatment and hypoparathyroidism all may result in low levels of
total calcium.

Hyperparathyroidism, hyperthyroidism, Addison’s disease, intussuscept
vitamin D or vitamin A excessively, malignant diseases with metastases and
sarcoidosis will lead to high levels of total calcium.

Assay Principle

Arsenazo III method He7

Calcium + Arsenazo III% a blue colored complex

By using 8-hydroxyquinoline to eliminate the interference of magnesium,
calciumions combine with Arsenazo III to produce a blue colored complex at
a neutral solution. The absorbency increase is directly proportional to the
concentration of calcium.

R Ci
Imidazole 6.808 g/L
R; 8-Hydroxyquinoline 0.7258 g/L
Arsenazo III 0.075 g/L

Storage and stability
Up to expiration date indicated on the label, when stored unopened at 2-8°C
and protected from light.
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On board in use, the reagents are stable for 28 days when refrigerated on
the analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
B Specimen types
Serum and lithium heparin plasma are suitable for sample. Do not use
oxalate, EDTA, or citrate plasma.
Urine sample without additive is suitable. Place hydrochloric acid in the
collection bottle. Bring the urine to pH < 2.0 after urine collection, in order to
dissolve calcium salts. Before performing the assay, urine sample should be
diluted with NaCl solution 9 g/L (saline) or distilled/deionized water (e.g.
1+9), the result should be multiplied by 10.
u Preparation for Analysis
1.Use the suitable tubes or collection containers and follow the instruction of

the manufacturer; avoid effect of the materials of the tubes or other

collection containers.
2.Centrifuge serum/plasma samples containing precipitate before

performing the assay.
3.Specimens should be tested as soon as possible after sample collection

and pre-analytical treatment.
m Sample Stability®

Serum/Plasma: 7 days at 15-25°C
3 weeks at 2-8°C
8 months at (-25)-(-15)°C
Urine: 2 days at 15-25°C
4 days at 2-8°C
3 weeks at (-25)-(-15)°C

For longer storage periods, samples should be frozen at (-20°C)é7. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R is ready to use.
Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement system.
Materials required but not provided
1.General laboratory materials: NaCl solution 9 g/L (saline),

distilled/deionized water.
2.Calibrator and Control: Please check the section of reagent instruction of

Calibration and Quality Control.
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3.Mindray BS series chemistry analyzers and General laboratory equipment.
Assay procedure

Parameters Item BS-2800M chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 660/700 nm
Reaction direction Increase
R 200 L
Mix, incubate at 37°C for 1-2 min, read the absorbance A1, then add:
Sample or Calibrator 2L

Mix thoroughly, incubate at 37°C for 3-5 min, read the absorbance A2,
Then calculate AA=(A2-A1)
Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray Calibrator (Multi Sera Calibrator:
105-001144-00 or other suitable calibrators) and 9 g/L NaCl (saline) for
two-point calibration. Traceability of the Mindray Multi Sera Calibrator can
refer to the calibrator instructions for use of Mindray Company.
2.Calibration frequency
Calibration is stable for approximately 28 days on BS-2800M chemistry
analyzers. The calibration stability may vary in different instruments,
each laboratory should set a calibration frequency in the instrument
parameters appropriate to their usage pattern.
Recalibration may be necessary when the following occur:
« As changed reagent lot.
« As required following quality control procedures or out of control.
« As executes specific maintenance or troubleshooting procedure of
chemistry analyzers.
3.The calibrator values are lot-specific with the matched models listed in the
value sheet.
Quality control
1.1t is recommended to use the Mindray Control (ClinChem Multi Control:
105-009119-00, 105-009120-00 or other suitable controls) to verify the
performance of the measurement procedure; other suitable control
material can be used in addition.
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2.Two levels of control material are recommended to analyze each batch of
samples. In addition, the control should be run with each new calibration,
with each new reagent cartridge, and after specific maintenance or trouble
shooting procedures as detailed in the appropriate system manual.

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

Calculation

AA = (A2-A1) sample or calibrator.

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

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

calculates the Calcium (Ca) concentration of each sample automatically

after calibration.

Conversion factor: mg/dL x 0.25 = mmol/L.

Dilution

If the value of sample exceeds 3.75 mmol/L, the sample should be diluted

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

multiplied by 4.

Expected values

Sample Type Units
Serum/ Adults® 2.11-2.52 mmol/L
Plasma Children (28 days-18 years)® 2.1-2.8 mmol/L
. Male <6.2 mmol/24h
Urine!
Female <7.5 mmol/24h

The expected value is provided from reference, Mindray has verified it by
167 serum samples and 270 urine samples of people from China.

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

Performance Characteristics

®m Analytical Sensitivity

The Calcium kit has an analytical sensitivity of 0.1 mmol/L on BS-2800M.
Analytical sensitivity is defined as the lowest concentration of analyte that
can be distinguished from a sample that contains no analyte. It is calculated
as the value lying 3 standard deviations above that of the mean from 20
replicates of an analyte-free sample.

® Measuring range
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The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum / Plasma 0.1-3.75 mmol/L

A high Ca concentration of serum/plasma sample (approximately
3.75 mmol/L) is mixed with a low concentration sample (< 0.1 mmol/L) at
different ratios, generating a series of dilutions. The Ca concentration of
each dilution is determined using Mindray System, the linearity range is
demonstrated with the correlation coefficient r = 0.990. The reportable
range of serum/plasma is 0.1-15.00 mmol/L.

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

B Precision

Precision was determined by following CLSI Approved Guideline EP05-A310,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-2800M are summarlzed below*,

Yy Within-Lab
Specimen Type Mean sD )
N=80 mmol/L L o
( ) ( /L) (mmol/L) CV % (mmol/L) cV %
Control Level 1 2.21 0.01 0.45 0.02 0.96
Control Level 2 3.19 0.01 0.29 0.02 0.60

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

® Analytical Specificity

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

No significant interference was observed when the following substances
were tested for interference with this methodology. The data of interference
studies on BS-2800M are summarized below.

N Interferent Analyte Rela |ve
Interfering ration  Concentration D
(mg/dL) (mmol/L) (%) *
Ascorbic acid 30 2.24 -0.15
Hemoglobin 500 1.90 +0.24
Bilirubin 40 1.85 +0.48

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

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A312 The Mindray System (Mindray BS-2800M/Mindray Ca Reagent)
(y) was compared with comparison System (BECKMAN COULTER AU5800/
BECKMAN COULTER Ca Reagent) (x) using the same serum specimens. The
Mindray System (Mindray BS-360E/Mindray Ca Reagent) (y) was compared
with comparison system (Hitachi 7180/Roche Ca Reagent) (x) using the
same urine specimens. The statistical data obtained by linear regression are
shown in the table below *:

Sample Regression Fit Correlation Sample Concentration
Type g Ci i (r) (N) Range (mmol/L)
serum y=0.9500x+0.1639 0.9918 241 1.85-3.09
urine  y=0.9393x+0.25 0.9987 103 1.50-34.43

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

Result interpretation

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

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

retest and check the result.

Warnings and precaution

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

2. Please take the necessary precautions for handling all laboratory
reagents.

3. Please confirm the integrity of the package before use. Do not use the
kits with damaged packages. The reagents avoid direct exposure to
sunlight and freezing. The results can’t be assured when stored at
inappropriate condition.

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

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

6. Instability or deterioration should be suspected if there are visible signs

of leakage, precipitates or microbial growth, or if calibration or controls
do not meet the insert and/or the Mindray System criteria.
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. Reliability of assay results cannot be guaranteed if the instructions in this
package insert are not followed.

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

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

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

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

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

14.Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.

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

&

~N

©®

Danger

H360D | May damage the unborn child.

Prevention:

P201 I Obtain special instructions before use.

P280 I Wear protective gloves and protective clothing.
Response:

P308+P313 | IF exposed or concerned: Get medical advice/attention.
Disposal:

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

Authorized representative in
: Batch Code o
the European Community limit

A\

Keep away from sunlight
Indicates a medical device that needs protection from light sources

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights
Reserved
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Address: Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
E-mail Address: service@mindray.com
Website: www.mindray.com
Tel: +86-755-81888998; Fax: +86-755-26582680
EC-Representative: Shanghai International Holding Corp. GmbH
(Europe)
Address: EiffestraBe 80, Hamburg 20537, Germany
Tel: 0049-40-2513175; Fax: 0049-40-255726
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Ha6op ansa onpeaenexnvs kanbums, meton C €
apcenaso III 0123
op Ans oop
N2 kar. Pasmep ynakoBku
105-000825-00 R: 4x40 mn
105-000864-00 R: 6x40 mn
105-001600-00 R: 4x45 mn

LieneBoe Ha3HaueHue

AHanus in vitro Ans KONMYECTBEHHOTO OMPEAENEHNst KOHLLEHTPALIUN KanbLusi
(Ca) B CbIBOPOTKe, NNasMe 1 MOYe YEOBEKa Ha XUMUYECKWUX aHanmsaTtopax
Mindray cepuu BS. [OaHHbIii aHanns np ANA NCn B
[NarHoCTVKe runepKabUMeMini 1 runoKanbLueMnm.

KpaTtkas cnpaBska'™*

Kanbuuit npucyTcTeyeT B nnasme B Tpex dopMax: CBOGOAHO, CBA3aHHOM C
6enkamm unu B KOMNIEKCe C aHMOHaMu, Takumu kak docdat, GukapboHaT n
umTpat. Kanbuuii Heo6XOAMM ANSi BbIMONHEHUSI KNETKaMU WX (YHKUWA.
Hanpumep: cokpalleHue Mbill, MUHepanu3auus KocTeil, MeTabonusm
FMKOreHa, CBepTbiBaHMe KPOBM W MepeAaya HepBHbIX MMMY/bCOB.
3abonesaHns Moyek, MEUEHU, HapyleHWe BCacbiBaHWs B KULWEYHWKE,
OCTpbIii NaHKpeaTUT, HeaocTaTok BuTamuHa D, Tepanusa AKTT, neyeHnve
ANYPETUKaMW W rMNonapaTMpeo3 MOryT MPUBOAUTL K CHUKeHMIo obliero
YPOBHS Kanbuus.

IMnepnapatupeos, runepTMpeos, GonesHb AQAMCOHa,  U36bITOYHOE
BCacbiBaHWe BUTaMWHa D Wiy BUTaMMHa A, 3710KaYeCTBEHHbIE OMyXOnu C
MeTacTasaMuM M CapKouAO3bl MPUBOAST K MOBbIWEHMIO O6LIEro YpPOBHS
Kanbums.

MpuHUMN aHanusa
MeToa ApceHaso III oH
Kanbuuit + Apcenaso III KOMM/IEKC CUHero userta

Mpn  MCMONb30BAHMM  8-TMAPOXMHONMHA B LENSX  WUCKIOYeHns
MHTEpdEPEHUNM CO CTOPOHbI MarHWs MOHbl KanblUusi CBA3bIBAKOTCA C
ApceHaso III ¢ ob6pa3oBaHWeM KOMMNEeKca CUHEro LBeTa B HeiTpanbHoM
pacTeope. YBe/nieHue MornoleHms NpsiMo NPONOPLMOHABHO KOHLEHTPaLM
Kanbums.

PeareHTbl n Thbl
Wmnpason 6,808 r/n
R: 8-rMapoKCUXMHONNH 0,7258 r/n
ApceHaso IIT 0,075 r/n
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XpaHeHue n cTabunbHOCTb
Wcnonb3oBaThb 10 UCTEYEHNS CPOKA FOAHOCTU, YKa3aHHOTO Ha 3TUKeTKe, Npu
XpaHeHUM B HepacnevyaTtaHHOM Buze npu 2-8°C B 3aLUMLIEHHOM OT CBeTa
mecTe.
I'Ipvl NCNONb30BaHNUM B aHanNM3aTope peareHTbl cTabunbHbl B TeyeHue 28
CYTOK NMpu XpaHeHnu B OX/1aXAEHHOM COCTOAHUM Ha aHanusaTope.
Heobxoanmo nsberatb 3arpasHeHms.
He 3amopaxuBaiite peareHT.
OT60p 1 noaroToeka o6pasuos
B Tunbl o6pa3suos
B kavectBe np06 MOXHO WCNONb30BaTb CbIBOPOTKY WAM nnasmy C
nuTUit-renapuHoM. He ucnonb3yiite nnasmy c okcanatom, SATA wnu
unTpaTomMm.
Mo>kHO 1cronb3oBaTh Npoby Moum 6e3 fo6aBok. [Jo6aBbTe CONAHYIO KUCIOTY
B €MKOCTb Ansi cbopa npo6. Momectute Mouy nocne cbopa B pH < 2,0 ansa
Aanccoumnaummn coneit Kanbuus. I'Iepe;:l BbINO/THEHUEM aHanunsa Hposy Mo4mn
Heobxoammo passect 9 r/n pacteopom NaCl (cuspactsopom) wnu
AUCTUNINIMPOBAHHOW/ AENOHM3NPOBaHHOM BoAoW (Hanmp. 149), pesynbTat
Heo6X0AMMO YMHOXMWTb Ha 10.
® MoaroToBka NepeA aHanM3oM
1.Heo6x0AMMO V1CMONb30BaTL NOAXOASLUNE NPOGUPKN WU KOHTEHEpb! Ans

c6opa npo6 M cneaosaTb WHCTPYKUMAM uM3roToBuTens; usberatb

BO3/1€CTBUSA MaTepManos Npo6UPoOK UNK APYr1x KOHTeHepoB Ans cbopa

npo6.
2.Mpo6bl CbIBOPOTKM/MNa3Mbl, coaepXalyMe 0CaaoK, neped nposeaeHuemM

aHanMsa Heo6XxoAMMO LIeHTPUdYrMpoBaTh.
3.06pa3ubl nocne cbopa W npeaBapuTenbHoit 06paboTku  cneayer

npoaHasn3npoBaTh Kak MOXHO CKopee.
® CTabunbHOCTb NPo6°

CeisopoTka/lnasma: 7 AHelt npu 15-25°C
3 Heaenwu npm 2-8°C
8 mecsues npu (-25)-(-15)°C
Moua: 2 aHsa npn 15-25°C
4 aHAa npu 2-8°C
3 Hepenu npm (-25)-(-15)°C

Ans Gonee ANUTENbHOTO XpaHeHMs Mpobbl HEO6XOAMMO 3aMOpPO3UTL Mpu
Temnepatype (-20°C)®7. Tpe6oBaHWs K CTabuUabHOCTM 06pasuoB 6bin
YCTaHOBNEHbI W3rOTOBMTENIEM W/WIM OCHOBaHbI Ha 3TanoHax, Kaxaas
naGopaTopusi [ONMXHA yCTaHaBNMBaTb CBOM COBCTBEHHblE KpUTepUn
cTabunbHOCTU 06pasLoB.
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MoaroroBka peareHToB

R — roToB K Mcnonb3osaHui

BbinonHsiiTe nnaHoBoe TexHuuyeckoe o6CNyxuBaHMe U CTaHAapTHble

onepauuy, BKIloYast KanMBpOBKY 1 aHanu3 CUCTEMbI, YTOGbI rapaHTUPOBaTh

paboToCnOCO6HOCTb aHANUTUYECKOW CUCTEMBI.

Heo6xoanmblie MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B

Ha6ope

1.06biuHble nabopaTopHble MaTepuansi: Pactsop NaCl B KoHUeHTpauun
9 r/n (¢prsmnonornyecknii pacTsop), AMCTUNINPOBaHHAs/ AEMOHN30BaHHAn
BoAa.

2.Kannbpatop n KoHTponb: O3HaKoMbTeCb C pasfenioM WMHCTPYKUUU MO
NpUMeHeHNio peareHTos «Kannbposka 1 KOHTPONb KayecTsa».

3.Xumnyeckve aHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyaoBaHue o6LIero HasHaYeHus.

MetoanKa KONIMYECTBEHHOro aHanMsa

Buoxumnyeckue aHanmsaTopsl

MapameTpbl BS-2800M
Tun aHanusa MeToA KOHEYHOMN TOYKM
MHa BOJTHbI
(nepﬂiHaﬂ/BTOpM‘-l Has) 660/700 H
Hanpasnenne peakumnn YBenuuenue
R 200 mkn

CMmeluaiite, UHKY6UpyiiTe npu 37°C B TeyeHue 1-2 MUH, onpeaenvTe
nornoweHne Al, 3atem pob6aBbTe:
Mpo6a unu kanuépaTtop 2 MKn
TwaTtenbHO nepemelLanTe, MHKY6upyiiTe npu 37°C B TedeHne 3-5 MUH,
onpenenute nornouenne A2,
3aTem paccuuTaiite AA=(A2-Al)
MapaMeTpbl MOryT OT/IMYATLCS Ha PasHbIX XMMUUYECKUX aHanu3aTopax, npu
HEO6X0AMMOCTM  UX MOXHO MPOMOPUMOHANbHO  KOPPeKTUpoBaTh. [ns
XMMUYeCcKux aHanusatopos Mindray cepuu BS napameTpbl Ans peareHToB
NPEeAOCTaBASIOTCA MO 3anpocy. O6paTUTECh K COOTBETCTBYIOLEMY PYKOBOACTBY
No 3KCMAyaTaunm 3TUX aHann3aTopos.
Kanun6poska
1.PekoMeHayeTCa ucnonb3oBaTh kanubpatop Mindray (CblBOPOTOUHbIA
MynbTukanubpaTop: 105-001144-00 unm apyrue noAxXoAsiuMe KannbpaTopbl)
1 9 r/n NaCl (puspacTsop) Ans ABYXTOUEUHOMN Kanubposku. NUHdopmaumio
0 MpocnexnBaeMocT CblIBOPOTOUHOrO My/ibTUkanu6patopa Mindray c. B
MHCTPYKLMM MO UCMO/Ib30BaHMIO kanubpaTtopa koMnaHuy Mindray.
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2.YactoTa kanubposku
Kanubposka xmmmnyeckunx aHanusatopos BS-2800M ctabunbHa B TeyeHne
npubnusmtensHo 28 cyTok. [ns  pasHbix Npu6opoB CTabubHOCTb
KaﬂVIGpOEKVI MOXeT OoTAuyaTbCs, Ka)ﬁ(ﬂoﬂ ﬂaﬁopaTOpMM cneayer
YCTaHOBUTb HacToTy KaﬂVIGpOEKVI B napameTpax ﬂpM60pa B COOTBETCTBUM
CO CBOMM DEXWUMOM MCNONIb30BaHUSA.

MoxeT nOHaﬂOGVIThCﬂ noBTOpHas KaﬂVIGpOEKa npn  BO3HWKHOBEHUU

cneayrowmnx obcTosTeNnbCTB:

. nDVI WU3MEHEeHUWN NapTuKn pearexHTa.

« CornacHo Tpe6oBaHWIO COGMIOAAEMbIX MPOUEAYP KOHTPONS KadyecTsa
win  npu  BbIXoAe 3HaYeHunit ANns KOHTPONbHOro Matepuana 3a
AonycTuMble npeaens.

. I’]pm BbINOTHEHMN KOHerTHOﬁ npoueaypbl no TEXHUYECKOMY
06CﬂV)KVIEaHVIIO WIn  yCTPaHEHUI0 HEeucnpasHOCTU B6roxXMMUYEecKkux
aHanM3aTopos.

3.3HaueHus ans Kaﬂl’lspaTOpa 3aBUCAT OT NMapTUM C COOTBETCTBYHOLWMMU
MoAensiMn, ykasaHHbIMU B TasﬂMLLe 3HaYeHWiA.

KoHTponb kavecTsa

1.PekoMeHayeTCS  MCMONb30BaTb  KOHTPONbHbLIA  MaTepuan  Mindray
(KnuHUKO-XMMUYeckunin MYNbTUKOHTPOb 105-009119-00,
105-009120-00 unu Apyroii NOAXOAALWMIA KOHTPONbHbIV MaTepuan) ans
npoBepku  3(GMEKTUBHOCTU  NPOLEAYPbl W3MEPEHUS; IOMONHUTENBHO
MOXHO MCMO/b30BaTh APYrie NOAXOASILME KOHTPOIbHbIE MaTepuabl.

2.PeKkOMeHAYyeTCA CMO/Ib30BaTh ABA YPOBHS KOHTPOJIbHBIX MaTepnanos Ans
aHanMsa Kaxaoi naptum obpasuos. Kpome Toro, cieayeT aHannsmposaTh

KOHTPO/bHBbIV MaTepMan C KaxAoi HOBOM KanMBpOBKOW, C KaXAbIM HOBbIM

KapTpUAXKeM C peareHTaMuM W MOCAe  OMpeAeneHHbIX  npoueayp

TEXHWYECKOTO OBCNYXMBAHWS MW YCTPAHEHMS! HEUCMIPABHOCTEN, Kak

NoAPOBHO ONMCaHO B COOTBETCTBYIOWEM PYKOBOACTBE MO SKCryaTaumn

cucTeml.

3.B kaxaoi naGopaTopun cneayeT yCTaHOBUTb COGCTBEHHYID CXxemy
KOHTPONIS KauecTsa M NOPSAAOK BbIMOHEHNS KOPPEKTUPYIOWUMX AECTBIN,
€C/IM KOHTPONbHbIE MaTepuansl He BOCCTAaHaBAMBAlOTC B npeaenax
[AONYCTUMBIX OTKNOHEHNIA.

Pacuer

DA=(A2-A1) obpasua unu kanmbpatopa.

Mpo6a C = (AA npobbl/AA kanubpatopa)x kanubpatop C

2024-04, pyccxmii 2-4 P/N: 046-024163-00 (3.0)



Ca mindray

Xumnueckunii aHanusatop cepuv BS onpeaensier usmeHeHue nornoleHus
(AA) » aBTOMaTU4eCKM paccyMTbIBAET KOHLeHTpauuio kanbuus (Ca) ans
Kax oW npobbl nocne kanubpoBKU.

KoaddurumenT nepecueta: mr/an x 0,25 = MmMonb/n.

Passenexune

Ecnu 3Hayenve npobbl npesbiwaer 3,75 mMmonb/n, npoby Heob6xoauMo
passectn pactsopom NaCl 9 r/n (cdwuspacteop) (Hanp. 1+3) u noBTOPUTL
aHau3; NoslyYeHHbI PesynbTaT yMHOXMUTL Ha 4.

np
Tun npo6bi EAnHmue!
vn3MepeHus
B3pocnbie® 2,11-2,52 mmone/n
CbiBopoTKa/lMnasma N
[fetv (28 aHeit - 18 net)? 2,1-2,8 mmonb/n
My>X4MHbI < 6,2 MMONb/24 4
Moua!
JKeHWwuHbI < 7,5 MMonb/24 4

O)KVII:[aeMOe 3Ha4YeHue Nosy4YeHo Mpu MUCNOoNb30BaHUWN 3TasloHa, KOMNaHusa
Mindray noaTBepauna ero Ha 167 npo6ax CbiBOpPOTKM U 270 npobax Mouu,
B3ATbIX y NtoAel u3 Kutas.

Kaxpas naGopaTopus [ONMXHa YyCTaHaBnMBaTb CBOM  COGCTBEHHbIE
pedepeHCHbIe MHTEPBasbl B 3aBUCMMOCTY OT €€ KOHKPETHOTO PAcriofIOKeHNs 1
MONYNSAUMOHHBIX XaPaKTEPUCTUK, MOCKONbKY MPEArioNaraeMble  3HaueHust
MOTYT OT/IMYATLCS B 3aBUCMMOCTM OT reorpadui, pacel, nona v Bospacra.
Pa6oune xapaKTepucTmkm

B AHanMTMueckas YyBCTBUTE/IbHOCTb

AHanuTMYeckas YyBCTBUTENLHOCTb Habopa /1St OMpeaeneHns Kanbuus Ha
aHanusatopa BS-2800M coctanser 0,1 MMonb/n.  AHanuTuyeckas
UYBCTBMTENLHOCTL ONPeAENSeTCA Kak HaMMEeHbLLas KOHLEHTPaLMs aHanuTa,
No KOTOPOWM MOXHO OTNMUNTL 06pasell, He coAepXalumit 3TOT aHanuT. OHa
paccuuTbiBaeTCs  Kak 3HaueHue, Ha 3  CTaHAApTHbIX  OTK/OHEHMs
np cpeaHee , NONyYeHHoe 13 20 NOBTOPHbIX aHaNN308
npo6bl, He coAepXaluero aHaaM3MpyemMoro BeulecTsa.

B [lnanasoH usMepeHni
Cuctembl Mindray cepuu BS obecneuuBaloT crneaylowmii  AvanasoH
NHeRHoCTM:
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Tun npo6bi

CbiBOpoTKa/Mnasma 0,1-3,75 mmonb/n

Mpo6a cbiIBOPOTKW/MNasMbl C  BbICOKOM  KOHUEHTpauuein Kanbuus
(npubnusutensbHo 3,75 MMOnb/N) cMewmnBaeTcs C nNpo6oi C  HWU3KOMN
KOHUeHTpaumeii (< 0,1 MMO/b/N) B pasHbiX COOTHOLWEHNSX ANA NONYYEHNs
cepum passesienuii. KoHuenTpauus Ca kaxaoro passeseHus onpeaensercs
C nomouwblo cucTeMbl Mindray, AnanasoH NMHEMHOCT AEMOHCTPUPYETCS C
ko3 durumMeHToM koppensiunm r = 0,990. Peructpupyemblit AvanasoH B
cbiBOpOTKE/Nnasme coctasnsiet 0,1-15,00 mmonb/n.

[Ans Moum pesynbTaTel Beex Npo6 cneayeT yMHoXaTb Ha 10, mockonbky npn
aBTOMAaTMYECKOM aHanu3e WAW PYYHOM pasBeAeHWW AManasoH U3MepeHns
pacwupseTcs.

B MpeunsnmoHHOCTbL

MPeumnsnoHHOCTb OnpeAensnacs C MOMOWbIO CeAyIoLWero 0A06peHHoro
CLSI pykoBoacTBa EP05-A310, kaxaas npoba aHanusuposanack no 2 pasa
3a ofHy ob6paboTky, 2 obpaboTkvu B CyTku, Bcero 20 CyTok. [laHHble O
NPeLn3NOHHOCTU KOHTPOJSIbHBIX MaTepuanoB Ha aHanusatope BS-2800M
npuBeaeHs! Hmke*.

Tun o6pasuos  Cpeaxee =
(N=80) (Mmonb/n) Sb CV % Sb cV %
(Mmonb/n) (mMmonb/n)
KOHTpONbHbIN 2,21 0,01 0,45 0,02 0,96
ypoBeHb 1
KoHTponbHbIn 3,19 0,01 0,29 0,02 0,60
YypOBeHb 2

*Pernpe3eHTaTuBHbIE AaHHbIE, pe3y/bTathl, MoyYeHHbIe Ha pasHbiX rMpuéopax 1 B
Pa3HbIX 1a6opaTopusX MOryT OTINYATLCS.

B AHanuTMueckas cneunduyHoCTb

Mpo6bl C pasfMuHOi KOHUEHTpauMei Melwalowero BewecTsa roTOBWIM
nyTeM AOGaBfeHWs Melalouero KOMMOHEHTa K MynaM 4enoBeuyeckoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAUMMOTO MEeLaloWero BO3AENCTBUS CUNTANOCh
BOCCTaHOBNEHWe B npeaenax + 10% OT COOTBETCTBYIOWEr0 KOHTPONLHOMO
3HaUEHNs!.

He HabnwoAanu 3HauMMOro MeLIaoLero BO3AEHCTBUA yKasaHHbIX Aanee
BeWecTs NpU MCCNEA0BaHWUAX BMECTe C HUMM C MCMO/b30BaHWEM AaHHOM
MEeTOA0NOrMN. [laHHble WCCIeAOBaHWs MHTepPdEPeHUMM Ha aHanusaTope
BS-2800M npuBeaeHbl HUXe.
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Tpauma OTHOCKH

Mewarowee

KOHUEHTpaums aHanuta OTKNOHEHMe
Betiecrso (mr/nn) (MMonb/n) (%)*
AckopbuHoBas 30 2,24 0,15
KucnoTa
Femorno6uH 500 1,90 +0,24
Bunupy6ux 40 1,85 +0,48

*PeripeseHTaTUBHbIE AaHHbIE, PE3YTbTaTbl, MONYYEHHbIE Ha PasHbiX MPUGOPax u B
Pa3HbIX 1aBOPATOPUSIX MOIYT OTANYATBCS.

B oueHb peakux cnyyasx rammonaTus, B 4acTHOCTU Tun IgM, moxeT
NPUBECTU K HEHaAEXHbIM pe3ybTatam!l,

u CpaBHeHWe MeTo/10B

Wceneposanusa Koppensuuu BbIMONHATUCE C UCMONb30BaHMEM O[JOSPSHHOFO
CLSI pykoBoactea EP09-A3!2, Cucrema Mindray (aHanusatop Mindray
BS-2800M/peareHT Mindray Ca) (y) 6blna comnoctaBneHa C CUCTEMOi
cpaBHeHus (BECKMAN COULTER AU5800/ peareHT BECKMAN COULTER Ca)
(X) C MCNONb30BaHMEM OAMHAKOBbIX 06pa3LLOE CbIBOPOTKW. CpaBHMBaﬂM
cuctemy Mindray (Mindray BS-360E/peareHt Mindray Ca) (y) ¢ cuctemoit
cpaBHeHusi (Hitachi 7180/peareHT Roche Ca) (x), ucnonb3ys oAVHaKOBble
o6pasubl  Moun. CTaTMCTUYECKMe AaHHble, MONYYeHHble  NNHENHOW
perpeccueii, nokasaHbl B Tabivue HuKe*:

Tan K TN o
npo6bi perpeccumn koppensauuu (r) (N) (Mmonb/n)
cbiBopoTka y=0,9500x+0,1639 0,9918 241 1,85-3,09
Moua y=0,9393x+0,25 0,9987 103 1,50-34,43

o] AakHHble, Ha pasHbIx uB

Pa3HbIX 1a6opaTopusX MOryT OTINYATLCS.

WHTepnpeTtauus pesynbTaToB

Ha pesynbTaTbl MOryT BAMSiTL /IEKAPCTBEHHbIE CPEACTBA, 3a60/1€BaHNUS WK

SHAOreHHble Bewectall:13, Ecnu rpaduk peakuuu OTKIOHSETCs OT

HOPMa/IbHOMO, PeKOMeHIyeTCs MPOBECTU NOBTOPHbINA aHaNn3 U NpoBepUTL

pesyneTar.

Mpeaynp U Mepbl Np: TOp ™

1. Tonbko Ans AnarHocTvku in vitro. [1ns npoceccroHansHoro naéopaTtopHoro
NpUMEHEHMs!.

2. Heo6x0anMo co6/10AaTL Mepbl NPEAOCTOPOXHOCTU Mpyn paboTe co BCemm
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nabopaTopHbIMK peareHTamMu.
. Y6eanTech B LLENOCTHOCTU YNakoBKy nepes Ucrnosb3osaHneM Habopa. He
WUCnonb3yitTe Habopbl C  MOBPEXAEHHOW YynakoBKOW. Wcknounte
EOSIJEVICTEVIE Ha peareHTbl npAMOro CONHEYHOro ceeTa n nx
3aMopaxwBaHue. [pu HecobnoaeHMN  COOTBETCTBYIOWMX  YCNOBUIA
XPaHeHUs1 peareHToB NoJly4YeHne KOPPEeKTHbIX pe3yNbTaToB aHaln30B He
rapaHTupyeTcs.
Ecnn peareHTbl 6binn HenpeaHaMepeHHO OTKPbITbl A0 MCNONb30BaHWUSA,
XpaHUTE WX TMNOTHO 3aKpbiTbiIMM Mpu  TemnepaTtype 2-8°C u
3aluMLIEHHbIMUK OT CBETa. B atom cny4vae nx CcTabuUNbHOCTb He OTNInYaeTcs
OT cTabunbHOCTU NpwY NCNOTb30BaHUKU.
He uonchaVlTe CMelnBaHMA peareHToB U3 pasHbIX nap'rw? n d)ﬂaKOHOE.
He VICnO}'Ih3yVITe peareHTbl NOCNe UCTEYEHUS UX CPpOKa rogHOCTU U AaTbl
W“cnonb3oBaHus. He nonyckaﬁrre CMELVBAHUA CBEXNX peareHToB C yxe
NCNONb3yEeMbIMU.
WN36eraiiTe o6pasoBaHns NeHbI.
. Cﬂeﬂl‘/e'f 0XuaaTb NoTepro cTabunbHOCTU Unn YyXyAwWweHne KayecTtsa npu
Han4ymmn BUAUMBIX NPU3HAKOB yTEYKW, BbiNaAEHMA O0CaaKOB uUNu pocTta
MUKPOOPraHM3MOB, @ TakKe €eCNW KanubpoBKa WM KOHTPObHbIE
onpeAeneHns  He  COOTBETCTBYIOT — KPUTEpUAM,  yKa3aHHbIM B
NNCTKe-BKNaAbIWE W/unu ANns cucTembl Mindray.
HafexHoCTb pesynbTaToB aHanusa He rapaHTMpyeTcs B Cryyae
Heco6I0AeHNA MHCTPYKU NI, NPUBEAGHHbIX B AAHHOM INCTKe-BKNaAbIWE.
. 3anpewaetca npornatbiBaTb. W36eraiTe KOHTakTa C KOXeHd w
CAM3UCTBIMK 0BoNouUKaMu.
Mpw cnyyaiiHoM nonaaaHun peareHTa B rnasa UAW POTOBYIO NOJOCTb, @
TaKkKe Ha KOXY HeMeANeHHO 06WIbHO MPOMOiTe MopaxXeHHble y4acTku
60/1bLUNM KONMYECTBOM BOAbI. Mpn HEOBXOAMMOCTM o6paTUTeCh K Bpauy
ANS MONYYEHUA MEAVLIMHCKOM NOMOLLK.
10.MacnopT 6e30nacHoCTV MaTepuana NpeaoCTaBnseTcs NpodeccuoHanbHoMy
nonb3oBaTesio Mo 3anpocy.
11.YTUnusaumns Bcex OTXOAOB AO/XKHA MPOM3BOAMTLCS B COOTBETCTBMM C
MECTHbIMM NpaBuiamMu.
12.Becb 4enoBeveckwit MaTepuan CNneayeT CuuTaTb  MOTEHUMabHO
MHMEKLNOHHbIM.
13.Bce BbisIBNIEHHbIE PUCKM BbUIM CHKEHbI HACTONbKO, HACKO/bKO 3TO
BO3MOXHO 6€3 HEeraTMBHOTO B/ISIHUS Ha COOTHOLIEHME MONb3bl U pUCKa, 1
06LWWNit OCTATOUHBI PUCK ABNAETCA NPUEMIEMbIM.
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14.0 no6oMm cepbesHOM WHUWAEHTe, npousoleswemM B CBA3M C 3TUM
YCTPOWCTBOM, HEO6X0AMMO CO06LLaTL NPOM3BOAUTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTOPOW OTHOCUTCS NMOJSIb30BaTeNb W/UAW NaLWNEHT.

15.3710T Habop COAEPXMUT KOMMOHEHTBI, KnaccuduumpyeMble B COOTBETCTBIAM C
PernamenTtom (EC) N2 1272/2008 cneaytowmm o6pasom.

&

OnacHo!

H360D | Mo>eT NpuynHUTL Bpea pebeHky B yTpobe MaTepu.

Mpodunakmmka:

201 MNepea 1cnonb3oBaHUeM 03HaKOMbTECH CO
cneuuanbHbIMU MHCTPYKLIMSIMU.

P280 HapesaiiTe 3aluMTHbIE NepyYaTKu 1 3aLUMTHYI0 OAeXaY.

Mepsbl pear

Mpy BO3AEACTBMM WU MNOTEHUMANbHOM BO3AEWCTBUM:
P308+P313 o
O6paTuTech 3a KOHCY/bTaLneil/NoMOLLbI0 K Bpayy.

YTunusaums:

YTUAU3NPYIITE COAEPKNMOE/KOHTENHED B Pa3pellieHHbIX
P501 MecTax c60pa OMacHbIX UM ChelnanbHbIX OTXOA0B B
COOTBETCTBIM C N106bIMU MECTHBIMM MPaBUIaMm.
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Keep away from sunlight
Indicates a medical device that needs protection from light sources
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