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Intended Purpose

In vitro test for the quantitative determination of Iron (Fe) concentration in
human serum and plasma on Mindray BS series chemistry analyzers. Itis
intended to be used for diagnosing and monitoring the therapeutic effect of
iron metabolism related diseases.

Summary®*

Ingested iron is mainly absorbed in the form of Fe2* in the duodenum and
upper jejunum. The trivalent form and the heme-bound Fe3* component of
ironin food has to be reduced by vitamin C. About 1 mg of iron is assimilated
daily. Upon reaching the mucosal cells, Fe?* ions become bound to transport
substances. Before passing into the plasma, these are oxidized by
ceruloplasmin to Fe3* and bound to transferrin in this form. The transport of
Fe ions in blood plasma takes place via transferrin-iron complexes. A
maximum of 2 Fe3* jons per protein molecule can be transported. Serum
iron is almost completely bound to transferrin.

Increased iron concentrations are seen in hemolytic anemias,
hemochromatosis, and acute liver disease. Decreased iron concentrations
are seen in iron deficiency and anemia of chronic disease. Major causes of
iron deficiency include gastrointestinal and menstrual bleeding. For the
assessment of the body’s iron status, the measurement of transferrin and
ferritin can provide more accurate information.

Assay Principle

Colorimetric assay (Ferrozine)

Ascorbic acid,

Transferrin (Fe3*); = 2Fe?*+ Transferrin
Fe2*+ 3 Ferrozine é colored complex

Under acidic conditions, iron is liberated from transferrin. Ascorbate reduces
the released Fe3* ions to Fe?* ions which then react with Ferrozine to form a
colored complex. The color intensity is directly proportional to the
concentration of iron concentration and can be measured photometrically.
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C
Citric acid 99.98 mmol/L
R1: Thiourea 49.92 mmol/L
Genapol (R)X-080 4.5%
Ferrozine 4.06 mmol/L
R2: L-Ascorbic Acid 50 mmol/L
ProClin300 0.05%
. Sulphuric acid 37.33mmol/L
Calibrator:

Ammonium iron sulfate dodecahydrate 0.03mmol/L

Storage and stability
Up to expiration date indicated on the label, when stored unopened at 2-8°C
and protected from light.
On board in use, the reagents are stable for 28 days when refrigerated on the
analyzer. Once opened in use, the calibrator is stable for 28 days when
refrigerated at 2-8°C and protected from light.
Contamination must be avoided.
Do not freeze the reagents and calibrator.
Specimen collection and preparation
m Specimen types
Serum, lithium heparin or sodium heparin plasma are suitable for samples.
® 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 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®
7 days at 15-25°C
3 weeks at 2-8°C
1 year at (-25)-(-15)°C
For longer storage periods, samples should be frozen at (-20°C)é. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R1 and R2 are ready to use.
Calibrator is ready to use.
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Please perform scheduled maintenance and standard operation including

calibration and analysis to assure the performance of measurement system.

Materials required but not provided

1.General laboratory materials: NaCl solution 9 g/L (saline),
distilled/deionized water.

2.Calibrator and Control: Please check the section of reagent instruction of
Calibration and Quality Control.

3.Mindray BS series chemistry analyzers and General laboratory equipment.

Assay procedure

Parameters Item BS-800 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 570/700 nm
Reaction direction Increase
R1 250 pL
Sample or Calibrator 20 L
Mix, incubate at 37°C for 5-10 min, read the absorbance A1, then add:
R2 50 pL

Mix thoroughly, incubate at 37°C for 5 min, read the absorbance A2,
Then calculate AA=(A2-Al)
Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray Calibrator (within the kit or other
suitable calibrators) and 9 g/L NaCl (saline) for two-point calibration. The
calibrator values are assigned by Mindray standard transfer procedure and
routine method. The traceability process is based on ISO 175117, the
calibrator is traceable to the reference material SRM937.
2.Calibration frequency
Calibration is stable for approximately 28 days on BS-800 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.
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« As executes specific maintenance or troubleshooting procedure of
chemistry analyzers.

3.The calibrator values are lot-specific with the matched models listed in the
value sheet.

Quality control

1.1t is recommended to use the Mindray Control (ClinChem Multi Control:
105-009119-00, 105-009120-00 or other suitable controls) to verify the
performance of the measurement procedure; other suitable control
material can be used in addition.

2.Two levels of control material are recommended to analyze each batch of
samples. In addition, the control should be run with each new calibration,
with each new reagent cartridge, and after specific maintenance or trouble
shooting procedures as detailed in the appropriate system manual.

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

Calculation

AA=(A2-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 Iron (Fe) concentration of each sample automatically after

calibration.

Conversion factor: pmol/L x 0.056 = mg/L.

Dilution

If the value of sample exceeds 200 pmol/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
Male: 10.6-36.7 umol/L
Female: 7.8-32.2 pmol/L

The expected value is provided from reference, and Mindray has verified it

by 340 serum samples of people from China.

Each laboratory should establish its own reference intervals based upon its

particular locale and population characteristics since expected values may

vary with geography, race, sex and age.

Performance Characteristics

® Analytical Sensitivity

Serum/Plasma Adults
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The Iron (Fe) Kit has an analytical sensitivity of 0.9 pmol/L on BS-800.
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.
B Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 0.9-200 pmol/L

A high concentration sample (approximately 200 pmol/L) is mixed with a low
concentration sample (<0.9 pmol/L) at different ratios, generating a series
of dilutions. The concentration of each dilution is determined using Mindray
System, the linearity range is demonstrated with the correlation coefficient
r=0.990. The reportable range is 0.9-800 pmol/L.

u Precision

Precision was determined by following CLSI Approved Guideline EP05-A39,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls and human samples on BS-800 are
summarized below*.

Specimen Type Mean I;;peatability :Il)ithin-Lab
(N=80) (umol/L) @moi/t) V% (umoir) V%

Control Level 1 20.16 0.12 0.59 0.31 1.55

Control Level 2 41.06 0.13 0.30 0.46 111
Serum 1 10.65 0.07 0.62 0.26 2.47
Serum 2 43.82 0.11 0.24 0.66 1.52
Serum 3 70.95 0.11 0.15 0.31 0.44

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

®m 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-800 are summarized below.
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Interfering rInterfe::::‘tm - Analyrtaetion '!!elahye
Substance (mg/dL) (umol/L) (%)
Hemoglobin 50 28.42 +6.06
Bilirubin 40 26.73 +2.58
Intralipid 500 27.71 -0.18
EDTA 150 27.87 +0.84
Iron sucrose 0.5 27.39 +0.69

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

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results1©,

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A31L, The Mindray System (Mindray BS-2000/Mindray Fe Reagent) (y)
was compared with comparison system (Roche Cobas c701/Roche Fe
Reagent) (x) using the same serum specimens. The statistical data obtained
by linear regression are shown in the table below *:

Regression Fit Correlation Sample  Concentration
9 Coefficient (r) (N) Range (umol/L)
y=0.9681x-0.2352 0.9999 100 3.45-183.36

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

Result interpretation

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

substances!?12, 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.

. If unintentionally opened before used, store the reagents and calibrator
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.

IS
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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.

. 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.

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

. Preservative contained. 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:

o

~

[

©

Warning

H317 | May cause an allergic skin reaction.

H412 | Harmful to aquatic life with long lasting effects.

Prevention:

P280 Wear protective gloves and protective clothing.

P261 Avoid breathing mist/vapours/spray.

P273 Avoid release to the environment.

p272 Contaminated work clothing should not be allowed out
of the workplace.

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

P333+P313 advice/attention.

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

Disposal:

Dispose of contents/container to authorised hazardous
P501 or special waste collection point in accordance with any|
local regulation.
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Graphical symbols
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In Vitro Diagnostic  Unique device European ConsultInstructions ~ Use-by
medical device identifier Conformity For use date

ec [rep| [LoT] { sl

Authorized representatlv.e in Batch Code er
the European Community limit

Temperature Catalogue
Manufacturer

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

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights
Reserved
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Address: Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, Shenzhen, 518057, P. R. China
E-mail Address: service@mindray.com
Website: www.mindray.com
Tel: +86-755-81888998; Fax: +86-755-26582680
EC-Representative: Shanghai International Holding Corp.
GmbH(Europe)
Address: EiffestraBe 80, Hamburg 20537, Germany
Tel: 0049-40-2513175; Fax:0049-40-255726
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Ha6op ans onpepenexnus xenesa (Fe),
METo/1 KOSIOPUMETPUUECKOro aHanusa 0123

op Ans ogop

N2 kar. a. Py

105-002198-00 R1: 2x40 Mn + R2: 1x16 mn + kanubpatop: 1x1,5 mn
105-002199-00 R1: 4x40 Mn + R2: 2x 16 mn + kanubpatop: 1x1,5 mn
105-002200-00 R1: 4x37 Mn + R2: 2x 16 mMn + kanubpatop: 1x1,5 mn

LieneBoe Ha3HaueHue

AHanus in vitro ANA KONWYEeCTBEHHOro onpeaeneHns KoOHUeHTpauum xenesa
(Fe) B CbIBOPOTKE W MNjasMe 4YenoBeka Ha XUMWYECKUX aHanusatopax
Mindray cepun BS. [aHHblii aHanus3 npeAHasHayeH ANs AWarHoCTUKW
W MOHUTOPWHra addekTa 3a60. i, cl

C MeTabonM3MoM xenesa.

KpaTtkas cnpaBka'™*

YnoTpe6neHHoe Xeneso npeuMyLecTseHHo abcopbupyetcs B ¢opme Fe2*
B /IBEHAALATUNEPCTHOM KULIKE WU BEpXHei Tollei Kulke. TpexBaneHTHas
opMa 1 CBA3aHHbIN C reMOM KOMMOHEHT Fe3* xenesa B nuiue A0/MKHbI BbiTb
BOCCTaHOB/EHbI BUTaMUHOM C. EXX@AHEBHO accumunupyetcs okono 1 Mr
xenesa. [locTuras KeTok CIM3MCTbix o6osioyek, MoHbl Fe?* cessbiBatoTca
C TPAHCMOPTMPYIOWMMM BellecTBaMu. MNepes TeM Kak NonacTb B N1asMy, OHM
oKWCASAIOTCA UepynonnasMuHoM B Fe’* u cBasbiBaloTcs B 37Ol dopme
C TpaHcdeppuHoM.  TpaHcriopTMpoBka WoHOB Fe B  nnasme  Kposu
0CyW|eCTBNSETCH NOCPEACTBOM KOMMNEKCOB TpaHCheppuH-xeneso. Kaxaas
Mosiekyna Genka MOXeT TpaHCmopTupoBaTb He Gonee AByx MOHOB Fed+.
CbIBOPOTOYHOE XeNe3o NoYTH NOJHOCTbIO CBA3bIBAETCSH TPAHC(hEPPUHOM.
MoBblleHHble KOHLEHTPaLMM Xernesa OBHapYXMBaloTC MpY FeMONITAYECKOi
aHeMuM, remoxpomatose M OCTpoM  3ab nevenm. Mol
KOHLEHTPaLnM kenesa O6HapyXuBaloTcs Npu AeduumuTe Xenesa W aHeMuu
XPOHUeCKoro 3a6oieaHms. K 0CHOBHbIM NpUunHaM AeduumTa xenesa oTHocATCs
XKENYAOUHO-KMLIEYHOE W MEHCTPyasibHoe KposoTeueHue. Mpu HeoGxoauMocTi
onpeneneHns coaepXaHns Xenesa B opraHusMe Gonee TOUHylo MHbOpMaLMio
MOXET AaTb U3MepeHye TpaHcheppuHa 1 deppuTiHa.

MpuHUMN aHanusa

KonopumeTpuueckunii Xumudeckuii aHanuns(®depposvH)

Ascorbic acid

TpaHcheppuH (Fe3t), = 2Fe2*+ TpaHcdeppuH

Fe?*+ 3 ¢

~ o
H > OKf KoMMneKc
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B KMCNOTHbIX cpefax xene3o ocsoboxaaeTcst oT TpaHcdeppuHa. Ackopbat
BOCCTaHaB/MBaeT 0CBOGOAMBLIKECS MOHbI Fe3* B MoHbI Fe2*, koTopble 3aTem
pearvpyloT C (heppo3vHOM C 06pasOBaHMEM OKPALIEHHOMO KOMMJIEKCa.
WHTeHCcMBHOCTL uBeTa npsiMO NponopuunoHanbHa KOHUEHTpauuu Xenesa
W MOXeT 6bITb n3MepeHa ¢0TOMeTpl/I"leCKVIM cnoco6om.

PeareHTbl u Tbl
JInMoHHas kucnoTa 99,98 mmonb/n
R1: TuomouyeBuHa 49,92 mmonb/n
Genapol(R)X-080 4,5%
®eppo3nH 4,06 mmonb/n
R2: L-ackop6uHoBas kucnota 50 Mmonb/n
ProClin300 0,05%
CepHas kucnota 37,33 mmonb/n
Kanu6patop:

Honexarvppart cynbdara aMMoHKs Xenesa 0,03 mmonb/n

XpaHeHue u cTabunbHOCTb

Mcnonb308aTh 10 UCTEUEHNsi CPOKA FOAHOCTM, YKa3aHHOrO Ha 3TUKeTKe, Npu

XpaHeHUM B HepacneyaTtaHHOM Buae npu 2-8°C B 3alUMLIEHHOM OT CBeTa

MecTe.

Mpu MCNONb30BaHUM B aHanW3aTope peareHTbl CTabuibHbl B TeueHue 28

CYTOK MpPW XpaHEHWM B OX/aXAEHHOM COCTOSHUM Ha aHanusatope. Mocne

BCKPLITUS /N5l UCMIONb30BAHMS KanMBPaTop OCTAETCS CTabUibHLIM B TeYeHne

28 cyToKk npwv oxnaxaeHun Ao Temnepatypsl 2-8 °C u 3awuTe oT cBeTa.

Heo6xoanMo nsberaTb 3arpsasHeHmns.

He 3am iiTe peareHTbl n Top.

OT160p M NnoaroToeka o6pasuyos

® Tunbl o6pasuos

CbIBOPOTKa, M/1a3Ma C IMTAA-TeNapuHOM WK HaTPUii-renapuHoM NpUroAHs!

A1 UCTIO/Ib30BaHNS B KaYecTse npo6.

® lMoaroToBka NepeA aHaNM3oM

1.Heo6x0AMMO UCMO/b30BaTL NOAXOASLUNE MPOBUPKM UM KOHTEHHEpb! ANs
c6opa npo6 M CneaoBaTb MHCTPYKUMSIM UM3rOTOBUTENs; Wu3GeraTb
BO3/€CTBMSA MaTepuanos NPo6bUpPoOK MK APYrx KOHTeHepos ans cbopa
npo6.

2.Mpo6bl, coaepxalume 0canok, nepes nposeaeHUeM aHannsa Heo6xoanuMo
UeHTpUdYrmposaTs.

3.06pasubl nocne cbopa W npeasapuTenbHoi 06paboTku  cnepyet
npoaHann3MpoBaTh Kak MOXHO CKOpee.
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® CTtabunbHOCTb Npo65

7 nHelt npu 15-25°C

3 Hepenwu npu 2-8 °C

1 roa npwu (-25)-(-15) °C
[Ans 6onee ANNTENLHOTO XpaHeHNs NPobbl HEO6X0ANMO 3aMOpaXMBaTL Npu
Temnepartype (-20 °C)6. Tpe6oBaHus K CTabwibHOCTM 06pasuLoB 6buin
YCTaHOB/IEHbI W3rOTOBUTENIEM W/WIM OCHOBaHbI Ha 3TanoHax, Kaxaas
nabopatopusi [0fKHA yCTaHaBNMBaTb CBOM COGCTBEHHbIE —KpUTEPUN
cTabunbHOCTM 06pasLoB.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.
Kanu6paTtop roTos K UCrosb30BaHUIo.
BbiMonHsiiTe nnaHoBoe TexHMyeckoe o6CTyXMBaHME W CTaHAapTHble
onepauuy, BiUlouas kanMGpoBKy 1 aHanus CUCTEMBI, YTOBbI rapaHTUpoBaTh
paboToCNOCOBHOCTL aHANNTUYECKO CUCTEMBI.

I p pble He np B P

1.06bl4Hble nabopatopHble Matepuanbl: PactBop NaCl B koHueHTpauuu 9 r/n
(cbvisronornyeckmii pacTBop), AVCTUNIMPOBaHHAs/ AENOHN30BaHHas BOAA.

2.Kanubpatop M KOHTposnb: O3HaKOMbTeCb C Pa3AenoM MHCTPYKUMM Mo
NpUMEHeHNIo peareHToB «Kanubposka W KOHTPO/b KauecTsax.

3.Xumnyeckne aHanusatopbl Mindray cepum BS wu  nabopaTtopHoe
o6opyaosaHue o6LEro HasHaYeHUs.

MeToanka KONMYECTBEHHOrO aHanusa

XnMuyeckue aHanmsatopbl

MapameTpbl BS-800
Twn aHanusa MeToA KOHEeYHOW TOUKM
MHa BOJHbI
(neps’clznaa/smpmqnaa) 570/700 um
HanpasneHue peakuun Ysenuuerue
R1 250 mkn
Mpo6a wnn kanubpatop 20 mkn

CMeluaiiTe, UHKY6UpY#Te npu 37°C B TeyeHune 5-10 MUH, onpeaenute
nornoweHune Al, 3ateM go6aBbTe:
R2 50 mkn
TwaTensbHo nepemeluaiiTe, MHKYGUpyiiTe npu 37°C B TeueHue 5 MUH,
onpeaenuTe nornowenne A2, 3ateM paccuntainte AA=(A2-A1)
MapaMeTpbl MOTYT OTNIMYATLCS Ha PasHbIX XMMUUYECKUX aHanu3aTopax, npu
HEO6XOAMMOCTM  UX MOXHO MPOMOPUMOHANbHO  KOPPeKTUpoBaTh. [ns
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XUMUYecKMX aHanusaTtopos Mindray cepun BS napameTpbl Ans peareHToB
npefocTaBnsAlOTCa  no  3anpocy. O6paTtutecb K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCM/lyaTaumm STUX aHann3aTopos.

Kanu6poBka

1.PekomeHayeTcs ucnonbsosaTte kanubpatop Mindray (B coctaBe Habopa

vnu apyrve noaxoasuine kanubpatopsl) v pacteop NaCl B koHUeHTpauun

9 r/n (dwuspacTBop) ANs ABYXTOYEYHOW KanubpoBKU. 3HayeHus ans

kanubpatopa onpeaeneHbl C MOMOLbI0 CTaHAApPTU30BaHHOW MeToANKM

koMnauun Mindray u obbluHOro Metoaa. [llpouecc npociexmBaemMocTn

W3MEepEeHWit OCHOBaH Ha cTaHaapte ISO 175117, u kanu6patop

npocnexusaercs k pecdepeHTHOMy MaTepuany SRM937.

.YacToTa kanubposku

KanubpoBka xuMmuyeckux aHanusatopoB BS-800 ctabunbHa B TeueHue

npubnusnTensHo 28 cyTok. [Ns pasHbiXx NpuBopoB CTabUnbHOCTb

KanM6pOBKM MOXET OTnnYaTbCs, Kaxaoi nabopatopuu —cieayert

YCTaHOBUTL 4acToTy kannMbpoBKM B MapaMeTpax NpuGopa B COOTBETCTBUN

CO CBOMM PEXWMOM UCTO/Nb30BaHUS.

MoxeT NoHado6uTbCA MOBTOPHas Kanubposka MPW  BO3HUKHOBEHMM

cneayiowmx o6CToATeNbCTE:

« Mpu N3MeHeHUM NapTHM peareHTa.

« CornacHo Tpe6oBaHuWIo CoBntoAaeMbIX MPOUEAYp KOHTPONs kadyecTsa
WNW MpW BbIXOAE 3HAYEHMIt AN KOHTPONbHOrO MaTepuana 3a
AonycTuMble npeaensl.

« Mpu  BLINONHEHUM  KOHKPETHOW MpoueAypbl MO TeXHUYeckomy
06C/YXMBAHWMIO WM YCTPAHEHMIO HEMCMPaBHOCTU  GUOXMMUYECKNX
aHanM3aTopos.

3.3HaueHns Ans kanubpaTopa 3aBUCST OT MapTUM C COOTBETCTBYIOWUMMM
MOAENAMYN, YKa3aHHbIMK B Tabnuue 3HaueHuii.

KoHTponb kavectBa

.PekoMeHayeTcs ncnonb3osaTh KOHTPOL Mindray (KnnHWKo-xumuyeckuin

MynbTMKOHTpPONb:  105-009119-00, 105-009120-00 wnn  apyron

NOAXOASWMIA KOHTPO/bHbI MaTepuan) Ans nposepku 3ddeKTUBHOCTU

npoueaypsbl W3MepeHusi; AOMONHUTENbHO MOXHO WCMOMb30BaTh Apyrue

NOAXOASILME KOHTPONbHbIE MaTepuabl.

2.PeKoMeHAYyeTCA UCMob30BaTh ABA YPOBHA KOHTPO/bHbIX MaTepuanos ans
aHanMsa kaxaoi napTum npo6. Kpome TOro, KOHTPOSbHbIA MaTepuan
CcneayeT aHanM3MpoBaTh ANs KaXAOM HOBOW KanMbpoBKM, KaXaoro HOBOro
KapTpuaXa C peareHTaMu W MOCAe OMPeaeneHHoro TeXHUYEecKoro
06C/YXMBaHNSA UMW YCTPAHEHUS HEUCTIPABHOCTeN, kak NoApo6HO onncaHo
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B COOTBETCTBYIOLIEM PYKOBOACTBE MO 3KCrlyaTauum CUCTEMbI.

3.B kaxpoil nabopatopuu cefyeT YCTaHOBWUTb COBCTBEHHYI CXeMmy
KOHTPO/IS KaYecTBa 1 NOPSI0K BbIMOHEHNSI KOPPEKTUPYIOWIMX AeCTBIN,
€C KOHTPO/bHbIE MaTepuasibl He BOCCTaHaBNMBAIOTCS B npeaenax
[I0MYCTUMBIX OTK/IOHEHNIA.

Pacuer

AA=(A2-A1) obpasua nnu kanubpatopa.

Mpo6a C = (AA npo6bl/AA kanubpatopa)x kanubpartop C

Xumudeckuit aHanusatop cepun BS onpeaensiet usmeHeHue nornoujeHus

(AA) n aBTOMaTUyecku paccuuTbiBaeT XXeneso (Fe) ans kaxaoi npobel

nocne Kanuéposku.

KoaddurumeHT npeobpasosaHus: mkmonb/n x 0,056 = mr/n.

Passenexune

Ecnu 3HaueHue npobbl npesbiwaetr 200 MkMonb/n, npoby Heo6xoAnMMO

passectn pactsopom NaCl 9 r/n (cduspacteop) (Hanp. 1+3) u NoBTOPUTL

aHanus; NosyYeHHbI PesynbTaT yMHOXMUTb Ha 4.

np 8

Twun npo6bi

MyxuuHbI: 10,6-36,7 MKMONL/N
JKeHLWWHbI: 7,8-32,2 MKMOSb/ NI
Mpeanonaraemoe 3HaueHWe MONYYEHO MPU WCMO/B30BAHUM 3TanoHa,
1 komnaHusi Mindray noaTeepanna ero Ha 340 Npo6ax CbIBOPOTKM, B3SThIX
y noaei n3 Kutas.
Kaxaas na6opaTtopusi A0/KHa YCTaHOBMTL CBOM COBCTBEHHbIE pedepeHCHbIe
VHTEpBaibl B  33BMCAMOCTU OT €€  KOHKPETHOTO  PacrofioXeHus
1 NONYNSLUMOHHBIX XapaKTEPUCTUK, NOCKONbKY MPeanofaraeMble 3HaueHus
MOTYT OTIMYATLCS B 3aBUCMMOCTM OT reorpadui, packl, nona v Bospacra.
Pa6oune xapaKTepucTukm
B AHanMTUuYecKas YyBCTBUTE/IbHOCTL

CbiBOpoTKa/nnasma B3pocnble

AHanuTMuyeckas 4yBCTBUTENbLHOCTb HaBop ANs onpeaenexns xenesa (Fe) Ha
BS-800 coctaBnseT 0,9 MKMONb/N. AHanUTUYecKas 4yBCTBUTENbHOCTb
onpeaenseTcs kak HauMeHbLUas KOHLEHTPaUMs aHanuTa, no KOTOpoi MOXHO
OTNNUMTL OBpasell, He COAepXallyii 3TOT aHanuT. OHa paccUnTLIBaETCA Kak
3HaueHMe, Ha 3 CTAHAAPTHbIX OTKIOHEHWs MpeBbillaloulee cpeaHee
3HaueHMe, MoslyyeHHoe M3 20 MOBTOPHBLIX aHanu3os npobel, He
coepxallero aHanM3MpyeMoro BellecTsa.

® [lnanasoH usMepeHui

Cucrembl Mindray cepumn BS obecneunBaioT cieyoLmii AnanasoH JIMHERHOCTU:
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Tun npo6bl

CbiBOpOTKa/nnasmMa 0,9-200 mMkMonb/n

Mpoba cC BbICOKOW KOHUEHTpauneir (npubnusmtensHo 200 MKMONb/n)
cMelmBaeTcs ¢ npo6oii C HU3KOW KoHUeHTpaumel (<0.9 MKMOnb/n) B pasHbIx
COOTHOLLIEHUSIX, B pe3yNbTaTe NoyyaeTcs cepusi passeaeHmii. KoHueHTpaums
KaXIoro passefieHnsi onpeaenseTcs C NoMolLbio cucTeMbl Mindray, ananasoH
JIMHEHOCTN  AeMOHCTpUpyeTca €  koadduumeHTomM Koppensumm r=0,990.
Peructpupyembiii AnanasoH coctaensiet 0,9-800 MkMonb/n.

B [peunsnoHHOCTb

MPeUmn3noHHOCTb OnpeAensnacs C MOMOWbIO CeAyiolero 0A06peHHoro
CLSI pykoBoacTBa EP05-A39, kaxaas npoba aHanuanposanach no 2 pasa 3a
0AHy 06paboTky, 2 06paboTku B CyTkM, BCero 20 CyToK.

[laHHble NPeLU3MOHHOCT KOHTPO/bHbIX MaTepuanos 1 Yenoseyeckux npo6
Ha BS-800 npuBeaeHbl HUxe*.

Tun o6pasuos Cpennee i |
(N=80) (Mimonb/n) sb CV % D cV %
(Mxvonb/n) (Mxvonb/n)
KoHTponbHbIii yposeHs 1 20,16 0,12 0,59 0,31 1,55
KOHTPOnbHbIiA ypoBeHs 2 41,06 0,13 0,30 0,46 1,11
CobiBopoTka 1 10,65 0,07 0,62 0,26 2,47
CbiBOpOTKA 2 43,82 0,11 0,24 0,66 1,52
CbiBOpOTKA 3 70,95 0,11 0,15 0,31 0,44
AaHHbIE, Ha pasHbIX MpUBOPax 1 B PasHbIX

N1abopatopusix MOryT OT/IM4ATLCS.

B AHanuTMueckas cneunduyHoCTb

Mpobbl C pasnuyHOil KOHUEHTpauueil WHTepdepupylolero BellecTsa
roToBMIM NyTeM A06aBNEHNA MELLAIOLLEro BELWECTBa K Ny/1aM YenoBeyecKoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAUMMOTO MEeLWaloLero BO3AeNCTBUS CUNTaN0Ch
BOCCTaHOBNEHWe B npeaenax £10% OT COOTBETCTBYIOWErO KOHTPONbHOIO
3HaUEHNs!.

He HabnwoAanu 3HauMMOro MeLaloLero BO3AEHCTBUA yKasaHHbIX Aanee
BEWeCTs NpU MCCNeA0BaHMUAX BMECTe C HUMM C MCMO/b30BaHWEM AaHHOM
MeToA0N0rMK. [laHHble UCCNefoBaHUs MeLaloWmnX MaTepuanos Ha BS-800
npuBeAeHb! Hike.
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Mewarowee TPauma Ot
KOHUEHTpaums aHanuTa OTKJIOHEHNEe
Betiecrso (mr/an) (MkMonb/n) (%)
Femorno6unH 50 28,42 +6,06
Bunupy6un 40 26,73 +2,58
WHTpanunua 500 27,71 -0,18
SATA 150 27,87 +0,84
Caxapo3Hblii KOMMIEKC 0,5 27,39 40,69
xenesa
gaHbie, Ha paskIX MPUBOPaX 1 B PasHbix

N1aBOPATOPMX MOTYT OTIMYATLCA.
B ouyeHb peakux cnyyasx ramMmonaTtus, B 4acTHoCcTM Tun IgM, moxer
NpuBECTN K HEHAAEXHbIM DeayﬂbTaTaMlc.

® CpaBHEHWe MeTo0B

Wceneposanusa KOppensunn BbINOIHATUCL C NCNONIb30BaHNEM OﬂO6peHHO|'O
CLSI pykoBoactBa EP09-A3 11, Cuctema Mindray (aHanusatop Mindray
BS-2000/peareHT Mindray Fe) (y) 6bina conocTaBneHa C CUCTeMOM
cpaBHeHusi (aHanusatop Roche Cobas c701/peareHT Roche Fe) (x) c
UCMO/b30BaHWEM OAMHAKOBbLIX 06pa3LoB CbIBOPOTKM. CTaTUCTUUeckue
JAaHHble, NONyYEHHbIE IMHENHON perpeccueli, nokasaHbl B Tabnuue Huxe*:

v K, . Npo6a AOwnanasox
KOHUeHTpauumn
perpeccun Koppensauum (r) (N) (MKMonb/n)
y=0,9681x-0,2352 0,9999 100 3,45-183,36
AaHHble, Ha pasHbiX rpubopax n B pasHbiX

n1abopatopusix MOryT OT/INYATLCA.

WHTepnpeTtauus pesynbTaToB

Ha pesynbTaTbl MOryT BAMSTL NIEKAPCTBEHHbIE CPEACTBA, 3a60M1€BaHNUS WK

SHAOreHHble Bewecteal®!2, Ecnu rpaduk peakuun OTKIOHSETCs OT

HOPMa/IbHOMO, PEKOMeHAyeTCs MPOBECTV NOBTOPHbIN aHaNn3 1 NpoBepuTh

pesyneTar.

Mpeaynp U Mepbl Np: TOp ™

1. Tonbko Ans  AvarHoctTMkM in  vitro. [Ons  npodeccuoHanbHoro
NabopaTopHOro MpUMEHEHNS.

. Heo6x0a1Mo cobtoaaTh Mepbl MPeAoCTOPOXHOCTH Npu paBoTe co BCemm
NabopaTopHLIMIA peareHTamm.

. Y6eauTech B LIENOCTHOCTM YNaKOBKY Mepea UCrofb3oBaHueM Habopa. He

N
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WUCnonb3yitTe  Habopbl C  MOBPEXAEHHOW ynakoBKOW. MWcknounte

EOSﬂeVICI'EVIe Ha peareHTbl npsAMOro COMHEYHOro cBeTa n nx

3amopaxwusaHue. [lpn HecobnoAeHWM COOTBETCTBYIOWMX  YCNOBUI

XPaHeHUs1 peareHToB NoJly4YeHne KOPPEeKTHbIX pe3yNbTaToB aHalin30B He

rapaHTupyeTcs.

Ecnn peareHTbl “ TOp 6binn HenpeAal PEHHO OTKpbITbl A0

NCNONb30BaHMUA, XpaHUTE UX NAOTHO 3aKpbITbIMK NPU TEMNepaType 2-8°C

n 3alMmueHHbIMM OT CBeTa. B sTom cnyyae wux CTabunbHOCTb He

OT/IMYaeTcs OT CTabUNbHOCTU Npwv NCNOMb30BaHUU.

He nonchaVl‘re CMelnBaHNA peareHToB U3 pasHbIX nap‘erVl 14 d)ﬂaKOHOB.

He VICnOﬂh3yVITe peareHTbl NOCNe UCTEYEHUS UX CPOKa rogHOCTU U AaTbl

ncnonb3oBaHus. He uonyckaﬁne CMEeLVBaHUA CBEXWNX peareHToB C yxe

NCNONb3yeMbIMU.

WN36eraiiTe 06pasoBaHns NeHbI.

CnenyeT oXuaaTh NoTepto CTabWIbHOCTV WKW YXYALIEHME Ka4eCTBa NPU Hannium

BMAMMBIX MPU3HAKOB YTEYKU, BbINaaeHWUsi 0CaAKOB WM poCTa MUKPOOPraHU3MOB,

aTaKke e KannbpoBKa WM KOHTPO/IbHbIE OMPENEeHNsi He COOTBETCTBYIOT

KpUTEPUSIM, yKazaHHbIM B JIUCTKe-BKIaAbILLE W/ WK Ans cucTeMbl Mindray.

HanexHocTb pesynbTaTtoB aHanusa He rapaHTupyeTcs B Ciydae

Heco6I0AeHNA MHCTPYKU NI, NPUBEAGHHbIX B AAHHOM INCTKe-BKNaAbIWE.

. ConepXuT KOHCepBaHT. 3anpellaeTcs npornaTteiBaTh. MW3beraiite

KOHTaKTa C KOXeil U CIM3UCTLIMMA 060N104KaMN.

Mpwn cnydaiiHoM nonagaHnn peareHTa B rasa WM POTOBYI MOJIOCTb,

a TakxKe Ha KOXY HEME/NIEHHO 06W/IbHO NPOMOVTE NOPaXeHHBIE YYacTKu

60/1bINM KONMYECTBOM BOAbI. PN HEOBX0AMMOCTH 06paTUTeCh K Bpayy

ANS NONYYEHNS MEANLIMHCKO NOMOLLM.

10.MacriopT 6e30MacHoCTV MaTepuana MPeAOCTaBAsETCs MPOhECCUOHabHOMY
r0/1630BaTENO MO 3anpocy.

11.YTUnusauns BCeX OTXOAOB AOSKHA MPOW3BOAMTLCA B COOTBETCTBMM
C MECTHbIMM MpaBunamn.

12.Becb 4enoBeveckwit MaTepuan CneayeT CuMTaTb  MOTEHUManbHO
MHMEKLNOHHbIM.

13.Bce BbISIBNEHHbIE PUCKN 6bUTM CHIKEHbI HACTOMbKO, HACKO/bKO 3TO
BO3MOXHO 6€3 HEraTMBHOrO BINSIHUS Ha COOTHOLLIEHME MOJIb3bl U PUCKa,
1 06LWWNit OCTATOUHBIN PUCK ABNSETCA NPUEMIEMbIM.

14.0 Nto60oM Cepbe3HOM MHUMAEHTE, MPOU3OWeAWeM B CBS3U C 3TUM
YCTPOIACTBOM, HEO6X0ANMO COO6LATL MPOU3BOAMTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPOW OTHOCUTCS! MOJIb30BATENb W/UAY MALUEHT.

15.970T Habop COAEPIKMT KOMMOHEHTbI, KNacCU(ULIUPYEMbIE B COOTBETCTBUM
c PernameHTom (EC) N2 1272/2008 cneaytowmnm o6pasom.

»

u

o

A

©

©

2024-04, pyccxmii 2-8 P/N: 046-024155-00 (3.0)



Fe mindray

Npeay

H317 MO>eT BbI3bIBaTb aNNEPruyeckme peakum KoxXu.

Ha12 OkasblBaeT BpesiHoe BO3AEHCTBME Ha BOAHbIE
OpraHu3Mbl C ANUTENbHbIM 3hdEKTOM.

Mpodunakmmka:

P280 HapeBaiiTe 3allUTHbIE NEPYaATKM M 3aLUWNTHYIO OAeXaY.

P261 W3beraiite BabIxaHWs TymaHa/napoB/aspo3onei.

P273 He ponyckaiite nonagaHvs B OKpyXaloLlyto cpeay.

272 He BbiHOCMTe 3apaxeHHyl pabouyl oaexay 3a

npegenbl paboyero Mecra.

Mepbl pearnposanus:

MPU MONAOAHUN HA KOXY: O6unbHO npomoiiTe

P302+P352 o
BOAOM.

P3334P313 TPy BO3HUKHOBEHYM PaSAPKEHHA KOXN WM Chinh:
O6paTuTech 3a KOHCY/bTaLneil/NoMOLLbI0 K Bpayy.

P3624P364 CHMMUTE 3apaXKeHHYI0 OAeXAY U MoCTUpaliTe ee nepea
NOBTOPHBIM MCMONb30BaHMEM.

YTunusaums:

YTUAM3NPYITE COAEPIKINMOE/KOHTEMHED B PaspeLieHHbIX
P501 MecTax c6opa OMacHbIX WK CrelmnanbHbIX OTXOA0B
B COOTBETCTBUM C N1106bIMU MECTHbIMU NpaBUNaMm.
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YcnosHbie 0603HaueHns

Ce. [

In Vitro Diagnostic  Unique device European Consult Instructions  Use-by
medical device identifier Conformity For use date
Authorized representative in Temperature Catalogue
Batch Code
the European Community Jimit Manufacturer o per

Az
AN
[ ]
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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