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105-004632-00 RY: 1x40 ml + R2: 1x11 mL
105-004633-00 R1: 2x40 mL + R2: 2x11 mL
105-004634-00 R1: 2x40 mL + R2: 2x11 mL

Intended Purpose

In vitro test for the quantitative determination of Rheumatoid Factor (RF)
concentration in human serum on Mindray BS series chemistry analyzers. It
is intended to be used for aiding to diagnose and monitoring the therapeutic
effect of rheumatic diseases.

Summary®?

Rheumatoid factors are a heterogeneous group of autoantibodies directed
against the antigenic determinants on the Fc-region of IgG molecules. They
are important in the diagnosis of rheumatoid arthritis, but can also be found
in other inflammatory-rheumatic diseases and in various non-rheumatic
diseases. They are also found in clinically healthy persons over 60 years of
age. Despite these restrictions, the detection of rheumatoid factors is a
diagnostic criterion of the American College of Rheumatology for classifying
rheumatoid arthritis.

Assay Principle

Immunoturbidimetric Method

Denatured 1gG + RF - Immunocomplex (agglutination)
Determination of the concentration of RF through photometric measurement
of immunocomplex between denatured IgG and RF present in the sample,
the absorbency increase is directly proportional to the concentration of RF.
R C

Phosphate buffer 13.6 g/L

R1; Sodium chloride 11.4 g/L
Sodium azide 0.09%

Tris buffer 6.05 g/L

R2; Human IgG >1g/L
Sodium azide 0.09%
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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.

Contamination must be avoided.

Do not freeze the reagent.

Specimen collection and preparation

B Specimen types

Serum is 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.

® Sample Stability
3 days at 15-25°C
7 days at 2-8°C
3 months at (-25)-(-15) °C* (Only frozen once)
For longer storage periods, samples should be frozen at (-20°C)5. 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.
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

2024-04, English 1-2 P/N: 046-024242-00 (3.0)



RF I mindray

Parameters Item BS-800 chemistry analyzers
Assay type Endpoint
Wavelength 340 nm
Reaction direction Increase
R1 180 pL
Sample or Calibrator 6 L
Mix, incubate at 37°C for 3-5 min, read the absorbance A1, then add:
R2 36 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 (Rheumatoid Factor
Calibrator: 105-004645-00 or other suitable calibrators) for multi-point
calibration. Traceability of the Mindray Rheumatoid Factor Calibrator can
refer to the calibrator instructions for use of Mindray Company.
2.Calibration frequency
Calibration is stable for approximately 7 days on BS-800 chemistry
analyzers. The calibration stability may vary on 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.It is recommended to use the Mindray Control (ASO/CRP/RF Triple
Control:105-004650-00 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
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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 RF concentration of each sample automatically after

calibration.

Dilution

If the value of sample exceeds 500 IU/mL, the sample should be diluted with

9 g/L NaCl solution (saline) (e.g. 1+19) and the result should be multiplied

by 20.

Expected values

Sample Type Units
Serum < 18 IU/mL
The expected value above was established by Mindray using 211 samples of

people.

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 Rheumatoid Factor Kit has an analytical sensitivity of 10 IU/mL 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.

® Measuring range

The Mindray BS series systems provide the following linearity range:

Sample Type Units
Serum 10-500 IU/mL

A high RF concentration sample (approximately 500 IU/mL) is mixed with
a low concentration sample (<10 IU/mL) at different ratios, generating

2024-04, English 1-4 P/N: 046-024242-00 (3.0)



RF II mindray

a series of dilutions. The RF 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 10-2000 IU/mL.

m High-dose hook effect

Hook effect has not occurred up to a RF concentration of 2000 IU/mL on
BS-800*.

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

® Precision

Precision was determined by following CLSI Approved Guideline EP05-A36,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-800 are summarized below*.

Specimen Type Mean v ity ;NDithm-Lab
(N=80) (Iu/mL) aumy V% qumy V%
Control L 38.62 1.76 4.55 3.48 9.01
Control H 83.50 2.27 2.72 3.80 4.55

*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-800 are summarized below.

N Interferent Analyte Relative
Il Concaniation  Concomraion  Devit
(mg/dL) (Iu/mL) (%)*

Ascorbic acid 30 87.73 -0.99
Hemoglobin 500 88.76 -5.18
Bilirubin 40 89.03 -5.95
Intralipid 500 87.49 -3.99

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

Correlation studies were performed using CLSI Approved Guideline EP098.
The Mindray System (Mindray BS-2000/Mindray RF II Reagent) (y) was
compared with comparison system (Hitachi 7180/ Diasys RF Reagent) (x)
using the same serum specimens. The statistical data obtained by linear
regression are shown in the table below *:

- " Correlation Sample Concentration
Regression Fit C N ) (N) Range (IU/mL)
y=0.9952x+1.2385 0.9988 100 10.11-488.39

*Representative data, results in different instruments, 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 precaution

. 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 cant 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.

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

8. Preservative contained. Do not swallow. Avoid contact with skin and
mucous membranes.

9. 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.
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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.The reagent was tested with CE-marked methods and shown to be
negative for antibodies to HIV and HCV and nonreactive for HBsAg.
However, as no testing method can rule out the potential risk of infection
with absolute certainty, so this material should be handled as a patient
specimen?0,

13.All human material should be considered potentially infectious.

14.All identified risks have been reduced as far as possible without adversely
affecting the benefit-risk ratio, and the overall residual risk is acceptable.

15.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.

References

1.Allard-Chamard H, Boire G. Serologic Diagnosis of Rheumatoid Arthritis.
Clin Lab Med, 2019, 39:525-537.

2.Westwood O, Nelson P, Hay F. Rheumatoid factors: what's new?
Rheumatology, 2006;45:379-385.

3.Thomas L. Clinical Laboratory Diagnostics: Use and Assessment of Clinical
Laboratory Results. 1st ed. Frankfurt: TH-Books Verlagsgesellschaft 1998;
810-813.

4.Ehret W, Heil W, Schmitt Y, Topfer G, Wisser H, Zawta B, et al. Use of
Anticoagulants in Diagnostic Laboratory Investigations and Stability of
Blood, Plasma and Serum Samples. WHO/DIL/LAB/99.1 Rev.2:41pp.

5.CLSI. Procedures for the handling and processing of blood specimens;
Approved Guideline-Third Edition. CLSI document H18-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2004.

6.CLSI. Evaluation of Precision of Quantitative Measurement Procedures;
Approved Guideline-Third Edition. CLSI document EP05-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2014.

7.Bakker AJ, Mucke M. Gammopathy interference in clinical chemistry
assays: mechanisms, detection and prevention. Clin Chem Lab Med,
2007,45(9):1240-1243.

8.CLSI. Measurement Procedure Comparison and Bias Estimation Using
Patient Sample; Approved Guideline-Third Edition. CLSI document
EP09-A3. Wayne, PA: Clinical and Laboratory Standards Institute; 2013.

9.Young DS. Effects of Drugs on Clinical Laboratory Tests, 5th ed.
Washington, DC: AACC Press; 2000:3-706.

10.Biosafety in Microbiological and Biomedical Laboratories; U.S.

2024-04, English 1-7 P/N: 046-024242-00 (3.0)



RF I mindray
Department of Health and Human Services; US Government Printing
Office; Washington: 2007.

Graphical symbols
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In Vitro Diagnostic  Unique device European ConsultInstructions ~ Use-by
medical device identifier Conformity For use date
Authorized representative in Temperature Catalogue
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Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ans p! 0 hakTopa
(MMMyHOTYp6UuaMMETPpUUECKNiA MeToa) C €n123

Ans odop

N2 kar. a. Py
105-004632-00 R1: 1x40 mn + R2: 1x11 mn
105-004633-00 R1: 2x40 mn + R2: 2x11 mn
105-004634-00 R1: 2x40 mn + R2: 2x11 mn

LieneBoe Ha3HaueHne

AHanus in vitro ansa KONUYECTBEHHOIo onpeaeneHnsa KOHUeHTpauum
pesmaTonaHoro daktopa (RF) B CbIBOPOTKE KpOBW YenoBeka Ha BUOXUMUYECKUX
aHanmsatopax Mindray cepum BS. [aHHblii aHanu3 npegHasHaveH ans
MCNONb30BaHWA B AMArHOCTUKE U MOHUTOPUHIa S(bd)ek'fa NeYyeHnsi peBMaTU4YecKnx
3abonesaHmit.

KpaTtkas cnpaBka'?

PesmaTounaHble d)aK'lDDb\ — 370 reteporeHHas rpynna aytoaHmTeNl K aHTUreHHbiM
[AETEPMUHAHTaM Ha yuacTie Fc Monekyn MMMyHorioGynuHa IgG. OHM UrpaloT BaxHYio
POsb B AMArHOCTUKE PEBMATOMAHOMO apTPHTa, HO MOTYT OGHaPYXMBATLCS Takoke Mpyu
[PYrVIX BOCTI&NMTENIbHO-PEBMATOMAHBIX 1 BUPYCHbIX HEPEBMATOMAHbIX 3260N1EBaHNSX.
KpoMe Toro, oHW OGHapyXVBAIOTCH Y K/MHWUYECKU 3A0POBbIX /loAe B BO3pacTe
crapwe 60 nieT. HeCMOTPS Ha 3TW OrpaHWueHnsi, OGHapyXXeHWe PeBMaTOMAHbIX
(baKTopoB  SIBNSETCA  AMArHOCTMHECKMM  KPUTEPUEM  AMEPUKaHCKOW  Kosvierm
peBMaTosiorm Ans KnaccubmkaLmM peBMaTONaHOro apTpuTa.

MpuHunn aHanusa

VIMMYHOTYp6uanMeTpUYecKkmii MeToa

[MeHaTypupoBaHHbIit IgG + RF S NMMyHokoMnnekc (arrnioTUHaLus)
KoHueHTpauns RF  onpesensietcs nyTeM  (OTOMETPUYECKOrO  WM3MepeHns
MMMyHOKOMNIEKCa ieHaTyprpoBaHHoro I1gG v RF, npucyTcTsytolero B obpasLie;
MOr/I0LEHE MOBbILLIAETCS NPSMO MPOMOPLIMOHALHO KOHLIEHTPaLnm RF.

PeareHTbl n Tbl

DocdaTHblit 6ydep 13,6 r/n
R1; Xnopwa HaTpus 11,4 r/n
A3na HaTpus 0,09%

Tpuc-6ydep 6,05 r/n

R2; 1gG uenoseka >1r/n
A3npa HaTpus 0,09%

2024-04, pyccxmii 2-1 P/N: 046-024242-00 (3.0)



RF II mindray

XpaHeHue n cTabunbHOCTb
Mcronb30BaTh 10 UCTEYEHUS CPOKA MOAHOCTY, YKA3aHHOTO Ha 3TUKeTKe, Npu
XpaHeHUW B HepacrneyaTaHHoM Buae npu 2-8°C B 3alLULLEHHOM OT CBETa MecTe.
I'Ipvl NCNONb30BaHUM B aHanNM3aTope peareHTbl cTabunbHbl B TeyeHve 28
CYTOK NMpu XpaHeHnu B OX/1aXAEHHOM COCTOAHUU Ha aHanusaTope.
HEOGXOIJVIMO nsberaTtb 3arps3HeHus.
He 3amopaxwuBaiite peareHT.
OT60p 1 NnoaroToBka o6pasLoB
B Tunbl o6pa3suos
CbIBOpOTKa NMOAXOANUT ANs Npo6.
u MoaroToBKa nepea aHanAn3oM
1.Heo6xoAMMO MCMonb3oBaTh MOAXOAsILUME MPOBGUPKN MU KOHTEWHEPbI ANs
c6opa npob 1 cnenoBaTh MHCTPYKLUMSIM U3rOTOBUTENS; n3beraTb BO3AEHUCTBUS
MaTepuanos NPo6UPOK WK APYruX KOHTEHEpoB ans céopa npob.
2.Mpo6el, conepxaline 0CaaokK, nepes NpoBeaeHUeM aHannsa HeobxoanuMo
ueHTpudyruposats.
3.06pa3ubl nocne cbopa U npeaBapuTenbHoi 06paboTku  cneayeTt
npoaHanu3npoBaTh kak MOXHO CKopee.
® CrabunbHoOCTb Npo6
3 aHsa npu 15-25 °C
7 AHeit npu 2-8 °C
3 mecsiua npu (-25)-(-15) °C* (Npu 0AHOKPaTHO 3aMOPO3Ke)
Ans Gonee ANUTENbHOTO XpaHeHUs Mpobbl HEOGXOAMMO 3aMOPO3UTL MpW
Temnepatype (-20°C)5. Tpe6oBaHusi K CTabunbHOCTM 06pasuos 6binn
YCTaHOBNIEHbl W3rOTOBMTENIEM W/WIM OCHOBaHbI Ha 3TanoHax, Kaxaas
naGopaTopus [ONMXHA yCTaHaBNMBaTb CBOM COGCTBEHHble KpuTepun
CcTabunbHOCTM 06pasLoB.

MoaroToBka peareHToB

PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.

BbINO/IHSANTE NNaHOBOE TexHUUYeckoe O06CIyXMBaHME W CTaHAapTHblE
onepauuy, BKIlodas kanubpoBKy M aHanMU3 CUCTeMbl, YTOBbI rapaHTMpoBaThL
paboToCNOCO6HOCTL aHANNTUHECKOH CUCTEeMbI.

P r pble He T P
1.06bl4Hble nabopaTopHble MaTepuanbl: PactBop NaCl B koHUeHTpauuu 9 r/n
(chmsronormyeckmii pacTeop), ANCTUINNPOBaHHAS/AEVOHM30BaHHas BOAA.
2.Kanu6patop 1 KoHTponb: O3HaKoMbTeCb C pasAenoM MHCTPYKUUM Mo

NPUMEHEHNIO peareHToB «Kanubposka 1 KOHTPOSb Ka4yecTsa».
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3.Xumnyeckvne aHanusatopbl Mindray cepum BS wu nabopatopHoe
o6opyaoBaHue obLiero HasHa4YeHus .

MeToanka KO/IMMECTBEHHOro aHanunsa

XuUMUyeckue aHanusaTopsbl
NapameTpbl
-800
Tun ananusa MeToz KOHEYHOW ToHKM
AnvHa BONHbI 340 HM
Hanpasnenue peakunn YBenuuenne
R1 180 mkn
Mpo6a unn kanubpaTtop 6 Mkn

CwmelwaiiTe, uHKy6upyiiTe npm 37°C B TedeHue 3-5 MUH, onpeaenute
nornouwexune Al, 3atem aobasbTe:
R2 36 mkn
TwaTenbHo nepemeluaiite, NHKy6upyiiTe npn 37°C B TedeHue 5 MUH,
onpegenuTte nornoujeHne A2, 3atem paccyutaite AA=(A2-Al)
I’]apaMe‘rphl MOTyT OT/IN4ATLCA Ha pasHbIX XMMUYECKUX aHanusaTtopax, npu
HEo6X0ANMOCTM WX  MOXHO MPOMOPUMOHaNbHO  KOppeKTMpoBaTh. [ns
XMMMYeckux aHanmsaTtopos Mindray cepuv BS napameTtpbl Ans peareHTos
npefocTapnslTcA  no  3anpocy. OBpaTuTecb K - COOTBETCTBYIOWEMY
PYKOBOACTBY MO 3KCMIyaTaUMM 3TUX aHann3aTopos.
Kanu6poBka
1.An9  MHOroTOYeYHOW  KanuMGpOBKM  pEKOMeHAYeTCs — MCronb3oBaTh
kanuépatop Mindray (Kanubpatop peBMaTonaHoro dakTopa:
105-004645-00 wnn apyrue noaxoasiuve kanuépatopbl). UHdopmaumio
0 npocnexusaeMocT Kanuépatopa pesmaTouaHoro daktopa Mindray cm.
B MHCTPYKLMM NO NPUMEHeHMIo kanuGpaTopa koMnaHnu Mindray.
2.YacTtoTa kann6posku
KannbpoBka Xumuyeckux aHanmsatopos BS-800 ctabunbHa B TeyeHue
npuénusuTensHo 7 cyTok. [ns pasHbiX NpuBOpoB CTabUnbHOCTL
KanubpoBKM MOXET OTMJaTbCA; Kaxaoi naGopatopun — cneayet
YCTaHOBUTL YacTOTy KaMGPOBKM B NapaMeTpax Npuéopa B COOTBETCTBUM
CO CBOMM PEXMMOM MCMO/b30BaHMS.
MoxeT NOHafo6uTLCS MOBTOPHas KanubpoBka MNPU  BO3HUKHOBEHUM
cneaylowmx o6CToATeNbCTE:
« Mpu U3MeHeHUM NapTUM peareHTa.
« CornacHo Tpe6oBaHWIO COBNioAaeMbIX MPoLEAyp KOHTPOns KadyecTsa
MAW MpU  BLIXOAE 3HAYEHMIt AN KOHTPONbHOMO MaTepuana 3a
AonycTuMble npeaens.
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o Mlpn  BBLINOMHEHWM  KOHKPETHO Mpoueaypbl MO TEXHUYECKOMY
06C/YXMBAHMIO WM YCTPAHEHMIO HEMCMPABHOCTM  BUOXMMUYECKNX
aHanu3aTopos.

3.3HaueHns 415 KanubpaTtopa 3aBUCSIT OT MapTUM C COOTBETCTBYIOWMMM
MOZIENSIMK, YKa3aHHBIMY B TaBNMLE 3HAYEHUIA.

KoHTponb kauecTsa

1.Ans nposepkn 3P PeKTUBHOCTU Npoueaypbl W3MEPeHWUs peKoMeHAyeTcs
MCNonb30BaTb KOHTPO/IbHLIM MaTepuan Mindray (TPOMHON KOHTpOnb
ASO/CRP/RF: 105-004650-00 unu apyrue nOAXOAsLLME KOHTPOJibHblE
matepuanbi); KpOMEe TOro, MOXHO WCMO/b30BaTh APYrue MOAXOAsIMe
KOHTPO/IbHbIE MaTepuarbl.

2.PeKOMeHAYeTCsl UCMONb30BaTh /1Ba YPOBHS KOHTPO/bHBIX MaTepuasnos Ans
aHanusa kaxaoi napTun o6pasuos. Kpome Toro, creAyeT aHanusvpoBaTh
KOHTPO/IbHbIA MaTepuan C KaXaoi HOBOM KanvuBpOBKOW, C KaXaAbIM HOBbIM
KapTPWIDKEM C peareHTaMmun 1 nocne onpeaeneHHbIX Npoueayp TeXHUYEecKoro
0BCNYKMBaHWSE MW YCTPAHEHUSI HEUCTIPABHOCTEN, Kak MoApOBHO OnucaHo
B COOTBETCTBYIOLLEM PYKOBO/ACTBE M0 KCTUTyaTaLnmu CUCTEMbI.

3.B kaxpoit nabopatopuu cnefyeT YCTaHOBUTb COBCTBEHHYI CXeMy
KOHTPONIS KayecTsa U NOPSAOK BbIMOHEHNS KOPPEKTUPYIOWUMX AEHCTBUN,
€CM KOHTPONbHble MaTepuanbl He BOCCTAHaBNWBAlOTCA B npeaenax
AONYCTUMbIX OTKOHEHMIA.

Pacuer

AA=(A2-A1) obpasua nnu kanvbpatopa.

Mpo6a C = (AA npobbl/AA kanubpaTopa) x kanubpartop C

XuMuyeckuii aHanusatop cepum BS onpeaensieT U3MeHeHWe MornoweHns

(DA) v aBTOMATMYECKM paccuUTbIBAeT KOHUEeHTpauuio RF Ans kaxaoi npobb

nocne KanuépoBKm.

PasBeneHune

Ecnv 3HaueHmne npobbl npesbiwaeT 500 ME/Mn, npo6y Heo6xoaMMO pasBecTn

pactsopom NaCl B koHueHTpauun 9 r/n (¢uspactsop) (Hanpumep, 1+19)

1 NOBTOPWTL aHaNn3; NOJyYeHHbIN pesynbTaT crieayeT yMHOXUTL Ha 20.

n

Tun npo6bl

CblBOpoTKa < 18 ME/mn
Mpeanonaraemoe  3HaueHMe OUEHeHO  KoMMaHuei  Mindray  npu
MCnonb3oBaHWK 211 yenoseyecknx npob.

Kaxaasn nabopatopusi AOMXKHa YCTAHOBTL CBOM COGCTBEHHblE pecepeHcHble
MHTEPBa/Ibl B 3aBMCHMOCTY OT €€ KOHKPETHOIO PacriofiokeHMsi U MOMY/ISILIMOHHBIX
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XapaKTepUCTUK, MOCKOMbKY MpeanonaraeMble 3Ha4YeHWst MOryT OT/MYaTbCs
B 3aBMCMMOCTM OT reorpacbvm, pachl, Mona u Bo3pacra.

Pa6oune xapaKTepucTukm

u AHanwn y

AHanvTuyeckas YYBCTBUTEbHOCTb Ha60pa Ans onpeaeneHus pesMaTtouaHoro
taktopa Ha aHanusatope BS-800 cocraBnser 10 ME/Mn AHanutuueckas
YYBCTBUTENIbHOCTb ONPEeAeNAeTCA Kak HauMeHbLUas KOHUeHTpauma aHanuta, no
KOTOPOI MOXHO OTMUYUTL obpasel, He coaepxaliuii 3ToT aHanuT. OHa
PaccHUTbIBAETCA KaK 3Ha4eHne, Ha 3 CTaHAAPTHbIX OTK/IOHEHWSA NpeBblatoLiee
cpefHee 3HayeHue, nonydeHHoe U3 20 MOBTOPHbIX aHanM3oB MNpobbl, He
COAEPXaLLEro aHanM3Mpyemoro BelecTsa.

B [uanasoH usmepeHui

Cucrembl Mindray cepumn BS obecneyvBaloT cneayowmii AManasoH IMHEHOCTU:

Tun npo6bl
CbIBOpOTKa 10-500 ME/mn

CMmelwaiiTe npoby C BbICOKOW KOHUeHTpauuveir RF (npubnusutensHo 500
ME/Mn) ¢ npo6oit ¢ HU3KOI KoHUeHTpauuelt (<10 ME/mMn) B pasHbIx
COOTHOWEHMAX ANS MONYYeHWs cepun passedeHuii. KoHueWTpaums RF
KaXAoro pasBeaeHWs onpeaensercs C MoMowWblo cucTembl  Mindray,
ANanasoH IMHEHHOCT AEMOHCTPUPYeTCs C KO3(dUUMEHTOM Koppensuum
r=0,990. Pernctpupyemslii AnanasoH coctasnsieT 10-2000 ME/mn.

B [po30HOBbIN 3P deKT

Mpo3oHoBbIN 3ddekT Ha aHanusaTope BS-800 He BoO3HWMKan npu
KOHLeHTpauun RF o 2000 ME/mn*.

AaHHbIE, y Ha pasHbiX MprMbopax v B pasHbiX
n1abopatopusix MOryT OT/INYaTLCA.
® MpeunsnoHHOCTb
TMpeUn3MOHHOCT OMpeAensinace C MOMOLLbIO CIEAYIOLEro 0A06PEHHOM
CLSI pykoBoacTea EP05-A36, kaxxaas npoba aHanusuposanack no 2 pasa 3a
ofiHy 06pa6oTKy, 2 06paboTku B CyTkM, BCero 20 CyToK.
JlaHHble NPeLYBMOHHOCTU KOHTPO/IbHbIX MaTepuarnios Ha BS-800 npuseaeHb! Huxe*.

Twun o6pasuos CpeaHee hd

- SD o SD o

(N=80) ME/Mn e V% MEjwn oV %
KOHTPOnbHbiii MaTepyan L 38,62 1,76 4,55 3,48 9,01
KoHTponbHbiii Marepan H 83,50 2,27 2,72 3,80 4,55
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naHHbiE, Ha pasHbIX MPUBOPaX 1 B pasHbIX
1BGOPATOPUSIX MOTYT OTANYETHCS,

B AHanuTMuyeckasn cneun@uUUHOCTb

Mpobbl C pasnMYHOM KOHUEHTpauuell Mellalolwero BellecTBa roTOBUAN
nytem no6aBneHns Mellalowero KOMMOHeHTa K MynaM YenoBeyqeckoin
CbIBOPOTKM, 11 OTCYTCTBMEM 3HAYMMOTO MeLLatoLLero BO3AeiCTBNA CHNTanocs
BOCCTaHOB/eHMe B npeaenax +10% OT COOTBETCTBYIOLIEr0 KOHTPO/IbHOMO
3HaYeHNs.

He Ha6f“0[:laﬂl’| 3Ha4YMMoro mewarwoulero BO3L[EIZCTBIA$‘I YKasaHHbIX Aanee
BelecTs Npu ucoeaoBaHUAX BMecTe C HUMWU C MUCNOJb30BaHueM ﬂaHHO%
MeToaonoruu. [laHHble UCCNeaoBaHus MellalwWwmx Matepuanos Ha BS-800
npuBeAeHbl HMXe.

K Tpauma OTEH
Mewarowee
Beuectso KOHUeHTpauusa aHanuTa OTK/IOHeHne
(mr/pn) ME/mn (%)*
AckopbrHoBas KMCsioTa 30 87,73 -0,99
Femorno6uH 500 88,76 -5,18
Bunupy6ux 40 89,03 -5,95
WHTpanunua 500 87,49 -3,99
AaHHble, Ha pasHbIX MpUBOPax 1 B PasHbX

N1abopatopusix MOryT OT/INYaTLCA.

B oueHb PEAKMX Clydyasix raMMonaTisi, B YacTHOCTM Tun IgM, Moxer
NPUBECTM K HEHAAGXHBIM pe3ynbTatam’.

® CpaBHeHWe MeTOAOB

ViccnenoBaHns KOPpensummu BbIMOHAMCE C WUCMO/b30BaHWEM OAOBPEeHHOro
CLSI pykoBoactBa EP098., Cucrema Mindray (aHanusatop Mindray
BS-2000/pearent Mindray RF II) (y) 6blna conocTaBneHa C cucTemomn
cpaBHeHus (aHanusaTop Hitachi 7180/peareHt Diasys RF) (x) ¢
MCMoNb30BaHNEM OANHAKOBbIX 06Pa3L0B CbIBOPOTKM. CTaTUCTUYECKUE AaHHbIE,
MOJly4€EHHblE JIMHENHON perpeccueit, nokasaHbl B Tabnuue Huxe*:

voaonewne  FORTLIET T e
perpeccun () (N) (ME/mn)
y = 0,9952x+1,2385 0,9988 100 10,11-488,39
AaHHbIE, Ha pasHbix Mpubopax n B pasHbIx

1aboparopusix MOryT OT/IMHaTLCS.
WHTepnpeTaums pesynbTaTos
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Ha pesynbtatbl MOryT BAMSITb NeKapcTBeHHble CpeacTsa, 3abonesaHws wam
3HOOreHHble BelecTsa’?, ECin rpadvk peakumm OTKIIOHSETCS OT HOPMATILHOTO,
PEKOMEHZYETC MPOBECTY MOBTOPHIV @HANM3 U NPOBEPUTL PE3y/bTaT.

Mpeny n Mepbl TOp ™

. Tonbko Ana  AuvarHocTMku in  vitro. [ns  npodeccuoHanbHoro

NabopaTopHOro MpYMEHeHUs:.

Heo6xoanmo cobnioaaTe Mepbl NPeAOCTOPOXHOCTM Npy paboTe co BCeMMn

NabopaTopHbIMM peareHTamm.

. Y6eauTech B LUENOCTHOCTM YNaKkoBKM Nepes UCrosib3osaHnem Habopa. He

ucnonb3yitTe Habopbl C MOBPEXAEHHOW YyNakoBkOW. Wcknouute

BO3/E/CTBME Ha peareHTbl MPSAMOTO CONIHEYHOrO CBeTa W UX

3amopaxwuBaHue. [lpu  HecobNoAEHWM  COOTBETCTBYIOLWMX  YCOBUIA

XpaHeH sl peareHToB NoJlydeHne KOPPEKTHbIX Pe3yNbTaToB aHannsoB He

rapaHTupyeTcs.

Ecnu peareHTs! 6bU11 HenpeiHaMepeHHO OTKPbITbI /10 UCNO/b30BaHNS,, XpaHUTe

WX MIOTHO 3aKPbITbiMW NpU TeMmnepatype 2-8°C 1 3alluileHHbIMA OT CBeTa.

BatoM clyyae Mx  CTabWNBbHOCTL HE OT/IMYAETCS OT CTabWNbHOCTU Mpw

1CroNb30BaHNM.

He aonyckaiiTe cMelwnBaHMs peareHToB 13 PasHbiX NapTuii 1 hnaKoHos.

He ncnonb3yiiTe peareHTbl NOCe UCTEYEHUS UX CPOKa FOAHOCTU W AaTbl

UCMonb30BaHNs. He AonyckaiiTe CMEWNBAHUA CBEXMX PeareHToB C yxe

UCMOsIb3yeMbIMU.

WN36eraiiTe o6pa3oBaHns NEHbI.

CneayeT oxuaaTb MOTEPIO CTABWILHOCTM WM yXyAlWeHMe KayecTsa npu

Ha/MUYMM  BAMMBIX MPU3HAKOB yTEUKM, BbINAAEHMS OCAAKOB WM pocTa

MMKPOOPraHN3MOB, a Takke ecnin KanbpoBKa Wik KOHTPOSIbHbIE OnpeaeneHns

He COOTBETCTBYIOT M, Y B JIACTK wwm ans

cucrembl Mindray.

HajexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

HEeco6N10AeHNS MHCTPYKLNIA, NPUBEAEHHBIX B AAHHOM INCTKE-BKNAABILLE.

. CoAepxuT KOHCepBaHT. 3anpewaetcs npornatbisate. Wsberaiite

KOHTaKTa C KOXeii 1 CIM3UCTbIMK 060N0uKaMM.

Mpwn cnydaiiHoM nonagaHWn peareHTa B riasa WM POTOBYIK MOSOCTb,

a TaKKe Ha KOXY HEMEANEeHHO 06UIbHO NPOMOIiTE NOpaXeHHbIe YUacTku

60/1bINM KONMYECTBOM BOAbI. PN HEOBX0AMMOCTH 0B6paTUTech K Bpauy

ANS MONYYEHUA MEAULIMHCKOM NOMOLLK.

10.MacnopT 6esonacHoCTV MaTepuana NpeaoCTaBseTCcs NPOpeccHoHaNbHOMY
no/b30BaTeNio Mo 3anpocy.

11.YTUAusauns BCEX OTXOAOB AO/KHA MPOW3BOAMUTLCA B COOTBETCTBMM
C MECTHbIMW NpaBuaaMu.
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12.PeareHT 6b11 NPOTECTUPOBAH C UCMOJIb30BaHWEM METOZ0B C MapKUPOBKOM
CE, 1 yCTaHOBNEHO, YTO OH He pearMpyeT Ha aHTuTena k BUY n BrcC
1 HepeakTueeH Ans HBsAg. TeM He MeHee, MOCKONbKY HW OAWH MeToj
TectMpoBaHua He MOXeT NCKNHO4YUTD nOTEHLU’IaﬂhHh\VI puUcK
VIHqJVIuVIpOEaHVIﬂ c abcontoTHOM AOCTOBEPHOCTbIO, C AA@HHbIM Matepuanom
cneayet obpalatbCs Kak ¢ 06pasuom nauueHTalo,
13.Becb 4enoBeuveckwit MaTepuan cneayeT CunTaTb  MOTEHUMWAsbHO
VH(EKLMOHHBIM.
14.Bce BbiSBNEHHbIE PUCKW GbUIM CHWXEHbI HACTO/IbKO, HACKONIbKO 3TO
BO3MOXHO 6€3 HeraTMBHOIO B/IMSIHUS Ha COOTHOLLEHUE MOMb3bl U pucka,
1 061WMit OCTATOUHbIN PUCK SBNAETCA NPUEMIEMbIM.
15.0 nwb6oM cepbesHOM WHUWAEHTe, MNpousoleaweM B CBA3N C 3TUM
YCTPOWCTBOM, HEOEX0AMMO COO6LLATb NMPOM3BOAUTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTOPOW OTHOCUTCSI MOJNIb30BaTENb W/WUNY NaUUEHT.
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