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Intended Purpose

In vitro test for the quantitative determination of C-Reactive Protein (CRP)
concentration in human serum on Mindray BS series chemistry analyzers. It
is intended to be used for aiding to diagnose and monitoring therapeutic
effect of rheumatic diseases and inflammation.

Summary®?

C-Reactive Protein (CRP) is the classic acute phase protein in inflammatory
reactions. It is synthesized by the liver and consists of five identical
polypeptide chains that form a five-membered ring having a molecular
weight of approximately 115000 Daltons.

CRP is one of the strongest acute-phase reactants, with plasma
concentrations rising up to 1000-fold after myocardial infarction, stress,
trauma, infection, inflammation, surgery, or neoplastic proliferation.
Determination of CRP is clinically useful to screen for organic disease; to
assess activity of inflammatory diseases, such as rheumatoid arthritis; to
detect intercurrent infections in systemic lupus erythematosus (SLE), in
leukemia, or after surgery (secondary rise in plasma concentration); to
detect rejection in renal allograft recipients; and to detect neonatal
septicemia and meningitis.

Assay Principle

Turbidimetry Method

Anti-human CRP antibody + CRP == Immunocomplex (agglutination)
Determination of the concentration of CRP through photometric
measurement of immunocomplex between antibodies of CRP and CRP
present in the sample, the absorbency increase is directly proportional to the
concentration of CRP.

R Ci
MOPSO buffer 2.0 mmol/L
R1, Sodium Chloride 17 g/L
PEG 55 g/L
ProClin 300 0.1%
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Tris buffer 50 mmol/L

R2: Anti-human CRP antibody (goat) >1g/L
Sodium azide 0.095%

ProClin 300 0.085%

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
® Specimen types
Serum is suitable for samples.
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 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?
11 days at 15-25°C
2 months at 2-8°C
3 years at (-25)-(-15)°C
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.
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Assay procedure

Parameters Item BS-800 chemistry analyzers

Assay type Endpoint

Wavelength 340 nm

Reaction direction Increase

R1 200 L
Sample or Calibrator 8 L

Mix, incubate at 37°C for 5 min, read the absorbance A1, then add:

R2 50 pL

Mix thoroughly, incubate at 37°C for 5 min, then 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.It is recommended to use the Mindray Calibrator (Specific Proteins
Calibrator: 105-001129-00 or other suitable calibrators) and 9 g/L NaCl
(saline) for multi-point calibration. Traceability of the Specific Proteins
Calibrator can refer to the calibrator instructions for use of Mindray
Company.

2.Calibration frequency
Calibration is stable for approximately 14 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

1.1t 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 CRP concentration of each sample automatically after
calibration.
Conversion factor: mg/dL x 10 = mg/L.
Dilution
If the value of sample exceeds 250 mg/L, the sample should be diluted with
9 g/L NaCl solution (saline) (e.g. 1+4) and rerun; the result should be
multiplied by 5.
Expected values?
Sample Type Units
Serum <8.0 mg/L
The expected value is provided from reference, and Mindray has verified it
by 158 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
The C-Reactive Protein Kit has an analytical sensitivity of 2 mg/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.
® Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum 2-250 mg/L
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A high concentration sample (approximately 250 mg/L) is mixed with a low
concentration sample (<2 mg/L) at different ratios, generating a series of
dilutions. The CRP 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 2-1200 mg/L.

m High-dose hookK effect

Hook effect has not occurred up to a CRP concentration of 1200 mg/L on
BS-800.

u 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 and human samples on BS-800 are
summarized below*.

Specimen Type Mean ility Within-Lab
(N=80) (mg/L) SD (mg/L) CV % SD (mg/L) CV %

Control Level 1 10.20 0.13 1.30 0.30 2.98

Control Level 2 54.65 0.40 0.73 0.51 0.93
Serum 1 9.80 0.06 0.64 0.17 1.73
Serum 2 22.71 0.10 0.44 0.22 0.99
Serum 3 60.70 0.40 0.66 0.53 0.88

*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.

N Interferent Analyte Relative
Interfering N N Deviati
Substance C ration C -ation

(mg/dL) (mg/L) (%)*

Ascorbic acid 30 10.91 +0.52
Hemoglobin 500 12.49 +5.73
Bilirubin 40 10.02 -2.56
Intralipid 500 11.17 -2.14

*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 results’.

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A38. The Mindray System (Mindray BS-800/Mindray CRP Reagent) (y)
was compared with comparison system (Mindray BS-380/DiaSys CRP
Reagent) (x) using the same specimens. The statistical data obtained by
linear regression are shown in the table below *:

. N Correlation Sample Concentration
Regression Fit N ) (N) Range (mg/L)
y=0.9205x+1.692 0.9995 107 2.29-242.47

*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 can't be assured when stored at
inappropriate condition.

. 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.

. 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.

. 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.

9. When the reagents accidentally enter the eyes and mouth, or contact
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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:

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.

Contaminated work clothing should not be allowed out

p272 of the workplace.

Response:
P302+P352 | IF ON SKIN: Wash with plenty of water.

If skin irritation or rash occurs: Get medical advice/
attention.

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

P333+P313

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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medical device identifier Conformity For use date

Ec [rRep| [LOT] J’ u

Authorized representative in

Temperature Catalogue
Batch Code Manufacturer

the European Community limit number
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a
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ans onpeaenenns C-peakTMBHOro C €
6enka, MeToa NMMYHOTYp6MANMETPUM 0123
b Ansa ogop
N2 kar. PasmMep ynakoBku
105-000841-00 R1: 1x40 mn + R2: 1x10 mn
105-000880-00 R1: 1x40 mn + R2: 1x10 mn
105-004605-00 R1: 2x35 mn + R2: 2x10 mn

LleneBoe Ha3HaueHue

AHanm3 in Vitro Ans KONM4ECTBEHHOTO OMpeneeHns KOHUEHTpauuM C-peakTMBHOM
6enka (CRP) B CbIBOPO Ha XMMUYECKUX bax Mindray cepum BS.
10T aHavB npeaHasHadeH Ans nomowM B AWArHOCTUKE W MOHUTOpPUHIE
TepaneBTMHEeckoro apdeKTa Npu IeYeHN peBMaTHeCKX 60NE3Hel 1 BOCTaneHust.
KpaTtkas cnpaBka'?

C-peakTuBHblit 6enok (CRP) siBnseTcsa knaccuyeckum 6enkom ocTpoii dasbl
npwv BOCNanuUTeNbHbIX peakunsax. OH CUHTE3UPYETCHA B NEYeHN U COCTOUT U3
NATU MAEHTUYHBIX NOAUNENTUAHBIX Lleﬂeﬁ, KOTOpble O6pa3VIOT NATUYIEHHOE
KONbLO C MONEKYNSAPHLIM BECOM NpubansuTensHo 115000 [anbToH.

CRP SBNSETCA OAHUM W3 MOLUHEMLIMX OCTPO(E30BbLIX areHTOB; ero KOHUEHTpaums
B nnasme Bospacraet Ao 1000 pa3 nocne uHdapKkTa MMokapaa, CTpecca, TpasMbl,
MHA EKLIAM, BOCTIANEHMS, XMPYPTYECKNX OMepaLinii, Wn NPy OMyXoNesoM pocTe.
Onpenenexne CRP KIMHUYECKN 3HAYMMO MPU CKPUHUHIE OpraHHbIX 3aboneBaHui;
PN OLIEHKEe aKTVUBHOCTU BOCTIA/ITESTbHbIX MPOLIECCOB, TakiX Kak PeBMaTouaHbIi
apTpUT, MpW BbISIBNEHMN WMHTEPKYPPEHTHBIX WMH(EKUMIA NPy CUCTEMHON KpacHon
BonyaHke (SLE), npu neiikemm, wiv nocie onepaumii (BTOpUIHOE MOBbILLIEHWE B
KOHLEHTPaLIMIA B MasMe); NPy ONPEAENEHM OTTOPXEHNS! Y PELIMMIMEHTOB MOYEYHbIX
annorpadToB; a Taloke NPy BbISBNEHIMM CEMTULIEMUN U MEHUHIUTE Y HOBOPOXAEHHbIX,
MpuHUMn aHanusa

MeToa Typ6uanmeTpum

AHTUTENO K YeroBedeckoMy CRP + CRP === VIMMyHOKOMIIEKC (arr/IoTMHaLms)
KoHueHTpaums CRP onpegensietcas npu  (hOTOMETPUYECKOM  U3MEPEHUN
MMMYHOKOMMIeKca Mexay aHTuTenamm k CRP 1 CRP, NpucyTCTBYIOWMUM B Npobe;
NOr/OLEHME MOBbILIAETCS NPAMO MPOMOPUMOHAIBHO KOHUEHTPaunM CRP.
PeareHTbl U Tbl

Bydep MOPSO 2,0 MmMonb/n
RL, Xnopwua HaTpus 17 r/n
’ PEG 55r/n
ProClin 300 0,1%
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Tpuc-6ydep 50 mmonb/n
AHTUTena k yenoseveckomy CRP
>1r/n
R2: (ko3bK)
A3ua HaTpus 0,095%
ProClin 300 0,085%

XpaHeHue n cTabunbHOCTb
Wcnonb3osatb A0 ncre4yeHnsa Cpoka roAHOCTN, yKasaHHOro Ha 3TMKeTKe, npu
XpaHeHWN B HepacneyaTaHHoOM Buae npy 2-8°C B 3aLLMLLEHHOM OT CBeTa MecTe.
nDVI NCNONb30BaHUM B aHanusatope peareHTbl cTabunbHbl B TeyeHue 28
CYTOK NMpu XpaHeHuu B OX/1aXXAEHHOM COCTOSAHUU Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpasHeHms.
He 3amopaxuBaiiTe peareHT.
OT60p 1 noaroToeka o6pasuos
B Tunbl o6pa3suos
CblBOPOTKa NOAXOAWT AN Npo6.
m MoaroToBka nepea aHaiM3oM
1.Heo6x0ANMO MCroNnb30BaTL NOAXOAALUME NPOBUPKN WM KOHTElHEpb! Ans
c6opa Npo6 1 cneaoBaTh MHCTPYKUMAM U3rOTOBUTENS; u3beraTb BO3AeHCTBUS
MaTepuanos Npo6MpoK WK Apyrx KOHTeliHepoB ans c6opa npo6.
2.Mpo6bl, coaepxalune 0Caaok, nepes NpoBeAeHNeM aHanusa Heo6xoauMo
UeHTpUdyrmposaTs.
3.06pasubl nocne cbopa 1 NpeasapuTesbHOM 06paboTKM ClenyeT NpoaHanunpoBaTh
KaK MOXHO cKopee.
® CTabunbHOCTb NPo6bI*
11 pHewt npu 15-25°C
2 mecsua npu 2-8°C
3 roaa npwm (-25)-(-15) °C
Ans Gonee ANUTENbHOTO XpaHeHUsi Npobbl HEOGXOAMMO 3aMOPO3UTL Mpu
Temnepatype (-20°C)°. K cTabunbHOCTM 06pasuoB 6biin ycTaHOBAEHbI
NpoW3BOAMTENEM W/UNKM OCHOBaHbI Ha 3TajioHaX, Kaxaas naGopatopus
[AONXHA YCTaHaBAMBaTb CBOW COGCTBEHHble KPUTEPUM CTaBUILHOCTH
o6pasuos.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.
BbINONHANTe NnaHoBoe TexHMYeckoe O6CIyXMBaHME U CTaHAapTHble
onepauuy, BKIlovas KaMbpoBKY M aHanu3 CUCTeMbl, YTOGbI rapaHTUPOBaTL
paboToCNOCO6HOCTL aHANNTUHECKOM CUCTEeMbI.
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I . pble He B
1.06bI4Hble nabopaTopHble MaTepuansl: Pacteop NaCl B koHUeHTpauum 9 r/n
(cvsronornyeckuii pacTeop), AMCTUINMPOBaHHAS/ AEMOHU30BaHHAs BOAA.
2.Kann6patop n KoHTponb: O3HaKoMbTeCb C pasfefioM MHCTPyKuuu ans

peareHTOB M0 BbIMOMHEHNIO KaMEPOBKU 1 KOHTPONs KayecTsa.
3.Xvmnyeckne aHanusatopel Mindray cepum BS wu nabopatopHoe
060pyAoBaHue o6LIero HasHa4eHus.
MeToanka KONMYECTBEHHOr0 aHanumsa
XuUMUyeckue aHanusaTopsl

MNapameTpbl BS-800
Tvn aHanusa MeTo/s KOHEYHOW TOUKMN
AnnHa BOSHbI 340 Hm
Hanpasnenue peakunn YBenuuenne
R1 200 mkn
Mpo6a unu kanuépaTtop 8 mkn

CMmeluaiite, UHKY6UpyiiTe npu 37°C B TeyeHue 5 MUH, onpenenuTe
nornowenve A1, 3atem fo6aBbTe:
R2 50 mkn
TwaTtenbHO nepemeluaiite, UHKY6MpyiTe npu 37°C B TeyeHue 5 MUH,
3aTeM onpegenuTe nornoweHne A2, 3atem paccuutaite AA=(A2-Al)
MapameTpbl MOFyT OTAMYATLCA Ha Pa3HbIX XMMUYECKUX aHannusatopax, npu
Heo6X0ANMOCTM WX  MOXHO MPOMOPUMOHANbHO  KOppekTMpoBaTh. [ns
XMMUYeckux aHanmusaTtopos Mindray cepun BS napameTtpbl Ans peareHToB
npefocTapnslTcA  no  3ampocy. OBpaTuTecb K COOTBETCTBYIOWEMY
PYKOBOACTBY MO 3KCMlyaTaUuM 3TUX aHanU3aTopoB.
Kanun6poska
1.PekomeHayeTcs ncnosb3oBaTh kanuépatop Mindray
(Kann6patop cneundudecknx 6enkos: 105-001129-00 wunm  apyrue
noaxoaswme kanubpatopbl) uM 9 r/n NaCl (dwuspactsop) ans
MHOTOTOYEUHO  KanubpoBku. MHbopMaunio 0  MpoCNexMUBaeMocTi
Kanu6paTop cneunduyecknx 6€1K0B CM. MHCTPYKLMM MO MCMOSIb30BaHMIO
kanubpaTtopa KomnaHun Mindray.
2.YacTtoTa Kanuéposku
KannbpoBka Xumuyeckux aHanusatopos BS-800 crabunbHa B TeyeHue
npuénusutensHo 14 cyTok. [ns pasHbix Npu6OpPoB CTabUIbHOCTL
KannbpoBKM MOXET OTAMuaThbCsi; Kaxaoi naGopaTopuu cneayet
YCTaHOBUTL YacTOTy KaAMBPOBKY B NapaMeTpax Npuéopa B COOTBETCTBUM
CO CBOMM PEXMMOM MCMO/b30BaHMS.
MoXeT NoHafo6uTLCS MOBTOPHAs Kanubposka MPW BO3HMKHOBEHWM
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cneayoWmnx 06CToATENbCTB:

« [pn U3MEHeHMn NapTUm peareHTa.

« CornacHo TpeboBaHuio cobnioaaembix npouenyp KOHTPONs KadecTsa
win  npu BbiXoae 3HayYeHuin ANA  KOHTPO/IbHOro Martepuana 3a
AonycTuMble npeaensl.

o Mpn  BLINONHEHWM  KOHKPETHOW Mpoueaypbl MO  TeXHUYECKoMy
OGCHY)KVIEHHVIIO wnn  yCTpaHEeHUI0 HEeuMcrnpasHOCTU BMOXUMUYECKNX
aHanM3aTopos.

3.3HaueHus ansa KaﬂVIGpaTOpa 3aBUCAT OT MapTMM W COOTBETCTBYHOLMUX
moaenei, B Tabnuue 7.

KoHTponb kavectBa

1.PekoMeHAyeTCS  WCMONb30BaTb  KOHTPOJ/IbHbIA  MaTepuan Mindray
(KNMHUKO-XMMNYECKNIA MyNbTUKOHTPOSb: 105-009119-00,
105-009120-00 unu Apyroii NOAXOAALWMIA KOHTPONbHbIA MaTepuan) ans
nposepkn 3(PEKTUBHOCTM NpoueAypbl W3MEPEHWs; AOMONHUTENbHO
MOX>HO MCNONb30BaTh APYyrue noaxoAsiwne KOHTPO/ibHble MaTtepuansl.

.PEKOMEH[JVETCH NCNONb30BaTh ABa YPOBHA KOHTPO/IbHbIX Matepuanos Ans
aHanu3sa kaxaoi napTm o6pasuos. Kpome Toro, cneayeT aHanm3MposaTh

KOHTPO/bHbIV MaTepuas C KaXzaoi HoOBOM KannbpoBKOA, C KaXKAblM HOBbIM

KapTpuaXeM C peareHTaMM UM NOC/e OMpeAeneHHbIX npoueayp

TEXHUYECKOro O6CNYXMBAHMS WM YCTPAHEHWs HeMCrpaBHOCTel, Kak

noApo6HO OMMCaHO B COOTBETCTBYIOLLEM PYKOBOACTBE MO 3KCM/yaTauum

cncTembl.
.B  Kaxaoii nabopaTopun cneayeT yCTaHOBUTb COGCTBEHHYK Cxemy
KOHTPONA KayecTsa M NOPSAOK BbIMOHEHNS KOPPEKTUPYIOLUMX AEHCTBUN,
€CNN KOHTPO/bHble MaTepuasibl He BOCCTaHaBNMBAIOTCS B npeaenax
[AONYCTUMBIX OTKNOHEHWIA.
Pacuer
AA=(A2-A1) obpasua unu kanmbpatopa.
Mpo6a C = (AA npobbl/AA kanubpatopa)x kanuépartop C
XuMuueckuii aHanusatop cepun BS onpeaensieT U3MeHeHWe MornouweHns
(AA) v aBTOMaTMYECKM BbIYMCNAET KoHUeHTpaumio CRP B kaxaoi npobe
nocne BbINOSHEHUS KanuGpoBKY.
KoadduuneHT npeobpasosanus: mr/an x 10 = mr/n.
PasseneHune
Ecnv 3HaueHune npobbl NpesbiwaeT 250 Mr/a, npoby Heo6Xxo0AMMO pasBecTn
pactsopom NaCl 9 r/n (duspactsop) (Hanp. 1+ 4) 1 NOBTOPUTb aHanus;
NONYYEHHBIA PE3y/bTaT YMHOXWUTb Ha 5.

N

w
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Tun npo6bl EAvHMUBI u3MepeHus

CbiBOpOTKa <8,0 mMr/n
Mpeanonaraemoe 3HaueHne NoslyHeHO NPU UCTIONb30BaHUM STasoHa, N KOMNaHUs!
Mindray nposepuna ero Ha 158 npo6ax, nonyyeHHbIX y noaeii us Kutas.
Kaxgass naBopatopusi [ONXHa — yCTaHaBiMBaTb CBOM  COBCTBEHHblE
pedepeHcHbIe MHTEPBabl B 3aBUCMOCTN OT €8 KOHKPETHOTO PacrosOXeHNs 1
NONYNAUMOHHBIX  XapaKTEPUCTUK, MOCKOMbKY MpearnofiaraeMble  3HaueHus
MOryT OT/IM4aTLCS B 3@BVUCHUMOCTY OT reorpacdum, pacel, Nosa 1 Bo3pacta.
Pa6oune xapaKTepucTukmn
B AHanwu Y

AHanuTuyeckas YyBCTBUTENbHOCTL Habop ans onpeaenewns C-peakTuBHOMO
Genka Ha BS-800 cocTtaBnseT 2 Mr/n. AHanuTMYecKas YyBCTBUTENbHOCTb
onpeaensieTcs Kak HaMMeHbllas KOHUeHTpauus aHanuta, no KOTODO% MOXXHO
OTNMUNTL obpasell, He coaepXallmii 3TOT aHanuT. OHa paccuyMTbIBAETCS Kak
3HaueHMe, Ha 3 CTaHAAPTHBLIX OTKIOHEHNS MPEBbILLAIOLIEE CPEAHEE 3HaYEHIe,
nonyyeHHoe u3 20 MOBTOPHbIX aHanu3oB Mpobbl, He coaepxXalero
aHanM3MpyeMoro BelecTsa.

B [lnanasoH usMepeHui

Cvcrembl Mindray cepun BS o6ecrieuvBaloT cnesytolwmin AnanasoH IMHERHOCTU:

Tun npo6bi

CblBOpOTKa 2-250 mMr/n

Mpoba C BbICOKOVW KOHLEHTPaLueli (NpubnieuTensHo 250 Mr/n) cMeluvBaeTcs C
Npo6oii C HUBKOM KOHLEHTPaLmel (<2 Mr/N) B pasHbiX COOTHOLLEHWSX, B pe3ynbTate
nonyyaeTcsl cepusi passeneHud. KoHueHtpaums CRP  Kaaoro  passeneHust
onpefensieTcs C  MOMOWbIO  cuCTeMbl  Mindray, —AManasoH — NuHeiiHoCTH
AeMOHCTPUpYeTCcst ¢ kobduumMeHToM  Koppensummn  r=0,990.  Peructpupyembiii
[AnanasoH coctasnseT 2-1200 mr/n.

B 1po30HOBbIN 3 ekt

Mpo3oHoBbI 3hdekT Ha BS-800 He oTMevaeTcs NMpu KOHUeHTpauun CRP
1200 mr/n.

® MpeunsnoHHOCTb

TMpeUn3MOHHOCT OMpeAensinace C MOMOLLbIO CEAYIOUEro 0A06PEHHOTo
CLSI pykoBoacTea EP05-A36, kaxkaas npoba aHanusmuposanach no 2 pasa 3a
oaHy o6paboTky, 2 o6pa6oTku B cyTku, Bcero 20 cyTok. [laHHble
NPEUM3MOHHOCTM KOHTPO/NIbHBIX MaTepuanos M 4enosedeckux npo6 Ha
BS-800 npuBeaeHb! Himke*,
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Twun o6pasuos Cpepanee b Y
(N=80) (mr/n) SD(Mr/n) CV% SD(mr/n) CV %
KOHTPObHbIiA yposer 1 10,20 0,13 1,30 0,30 2,98
KOHTPObHbIiA ypoBeHb 2 54,65 0,40 0,73 0,51 0,93
CbigopoTka 1 9,80 0,06 0,64 0,17 1,73
CbiBopoTka 2 22,71 0,10 0,44 0,22 0,99
CbiBopoTka 3 60,70 0,40 0,66 0,53 0,88
Aatbie, Ha paskbIX MPUBOPax 1 B PasHbix

1aGOPATOPUSIX MOTYT OTINYATHCS.

B AHanuTtMuyeckas cneum@duyHOCTb

Mpobbl C pasnuyHO KOHUEHTPauuel Melwalwero BelwecTsa roToBUIU
nyTeM [06GaBNEHWs MELWaWero KOMMNOHEHTa K MynaM 4eloBeveckoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAYMMOTO MELIAIOLIEro BO3AENCTBUS CHMATANOCH
BOCCTaHOBNeHWe B npeaenax £10% OT COOTBETCTBYHOLLErO KOHTPOIbHOMO
3HaueHus.

He Habniofanu 3HauMMoro Mellalowlero BO3AENACTBMS yKa3aHHbIX Aanee
BEWeCTB NpU MCCIeAOBaHMUAX BMECTE C HUMM C MCMO/b30BaHWEM AaHHOM
MeToaonorn. [laHHble UCCNeaoBaHns Mellallux Matepuanos Ha BS-800
npuBeAeHs!.

Mewatowee Mewarowas KoHueHTpauma OtHocuTeNIbHOE
semecrso KOHUEHTpauus aHanuTa OTknoHeHne
(Mr/an) (Mr/n) (%)*
AckopbuHoBas Kucnota 30 10.91 +0.52
FemornobuH 500 12.49 +5.73
Bunupy6un 40 10.02 -2.56
WHTpanunua 500 11.17 -2.14
AaHHblE, Ha pasHbIX PUBOPAX M B PasHbIX

n1abopatopusix MOryT OT/INYATLCA.

B ouyeHb peakux CNyyasx raMMonaTWs, B 4acTHOCTW Tun IgM, Moxer
NPUBECTM K HEHAAGXHBIM pe3ynbTaTam’.

® CpaBHeHne MeToA0B

ViccnenoBaHisi KOPPensiLM BbIMOMHSUTACE C UCMO/b30BaHWeM 0A06peHHoro CLST
pykoeozcTBa EP09-A38. Cuctema Mindray (Mindray BS-800/peareHT Mindray CRP)
(y) cpaBHMBanach ¢ cuctemoit cpasHenus (Mindray BS-380/peareHT DiaSys CRP)
(X) C MCNONb30BaHMEM OAMHAKOBLIX 06pPasLoB. CTaTUCTUYECKUE AaHHble,
MoyYeHHbIe IMHEMHOM perpeccueit, NokasaHbl B TabauLe Hdke*:
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y K T Mpo6a AvanasoH
perpeccumn (r) (N) (mg/L)
y=0.9205x+1.692 0.9995 107 2.29-242.47
Aanrie, Ha paskIX PUBOPax 1 B PasHbix
1aBOPETOPMSX MOTYT OTIMYETLCA.

WHTepnpeTaumsa pesynbTaToB

Ha pe3ynbTaTtbl MOTYT BNUATL NeKapCTBeHHbIe CpeACTBa, 3abonesanus unn
3HAOreHHble EeLLleCfEa7'9. Ecm I'panMK peakunn OTK/IOHAeTCs OoT
HOPManbHOro, peKkoMeHAyeTcsi NpoBecTn ﬂOETDprIf;i aHanus 1 NpoBepuUTb
pesynbTar.

Mpeaynp u Mepbl np TOp ™

1. Tonbko Ana AuarHocTvkn in  vitro. [ns  npodeccroHanbHoro
nabopaTopHOro NpUMEHeEHWs.

Heo6x0a1Mo co6ioaTe Mepbl NPeAoCTOPOXHOCTM NpU paGoTe o BCeMm
nabopaTopHbIMU peareHTamMu.

. Y6eanTech B LIENOCTHOCTM YNakoBKW nepes UCrnosnb3oBaHneM Habopa. He
WCcnonb3yitTe  Habopbl C  MOBPEXAEHHOW  ynakoBKOW.  UckniiounTe
BO3/€/iCTBIE Ha PeareHTbl MPAMOro COTHEYHOTO CBETa U UX 3aMOpaXMBaHKe.
Mpn  HecobnioaeHN COOTBETCTBYIOWMX YCIOBMA XPaHEHUs peareHTos
nosly4eHne KOPPEKTHbIX Pe3y/bTaToB aHaN30B He rapaHTMpyeTCs.

Ecnn peareHTbl 6biM HenpeaHaMepeHHO OTKPbITbl A0 MCMONb30BaHMs,
XPaHWTe NX MIOTHO 3aKPbITLIMKA NPY TeMnepaType 2-8°C W 3allMLLEHHbIMU
OT cBeTa. B 3TOM Crlyuae ux CTabuibHOCTb He OTIMUAETCA OT CTaBUIbHOCTU
NP1 NCMONb30BaHMN.

He ponyckaiiTe cMelWMBaHNs peareHToB U3 pasHbiX NapTUil U hrakoHoB.
He ncnonb3yiiTe peareHTbl NOCe UCTEUYEHMS UX CPOKa FOAHOCTU W AaTbl
MCMonb30BaHNs. He fonyckaiiTe CMELINBaAHUA CBEXMX PeareHToB C yxe
UCMO/Ib3yeMbIMU.

W36eraiite o6pazoBaHus NeHbl.

CnenyeT oxuaaTb MOTEPI0 CTABWILHOCTM WM YXyAWeHMe KayecTsa npu
Ha/MYMM  BMAWMMBIX MPU3HAKOB YTEUKM, BbINAAEHMS OCAAKOB WM pocTa
MMKPOOPraHN3MOB, a Takoke eci kanbpoBKa WM KOHTPO/IbHbIE OnpeaeneHns
He COOTBETCTBYIOT KPUTEPUSM, Y B JIACTK wwwm ana
cucrembl Mindray.

HafiexHOCTb pesynbTaToB aHanusa He rapaHTMpyeTcs B Cyyae He
CO6/110/€HUS MHCTPYKUMI, NPUBEAEHHBIX B AAHHOM JIMCTKE-BKaAbIle.

. CoAepxMT KOHCepBaHT. 3anpelwaeTtca npornatbisats. M3sberaiite
KOHTaKTa C KOXeil 1 CIM3UCTbIMU 060M10uUKaMU.

Mpy ciyyaiiHoM NonaaaHMm peareHTa B rasa Wik PoToBYIO NOMOCTb, @ Takxke
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Ha KOXy HeMeaneHHO O6WIbHO MPOMOWTE MOPaXeHHble yvacTki GonbluMM
KOMIMYECTBOM BOAbI. MpK Heo6X0AMMOCT obpaTvTech K Bpady ANs NonydeHus
MEAMLMHCKOW NOMOLLN.

10.MacnopT 6e30nacHOCTM MaTepvana npeaocTaBnsieTcs NpoheccroHanbHOMY
nonb30BaTeNio Mo 3anpocy.

11.YTUnusauns Bcex 0TX0A0B A0/KHA MPON3BOANTLCS B COOTBETCTBUN
C MeCTHbIMKA NpaBuUnamMu.

12.Becb 4enoBeuyeckwit MaTepuan creayeT CcunTaTb  MOTEHUMWAsbHO
VH(EKLMOHHBIM.

13. Bce BbiiBIEHHbIE PUCKM 6bUTN CHYDKEHbI HACTO/MbKO, HACKO/bKO 3TO BO3MOXHO
6€3 HeraTMBHOTO BNMSHWS Ha COOTHOLUEHME MOJb3bl WM pUCKa, U OBt
OCTaTOYHBIiA PUCK SIBNISIETCS MPUEMNIEMBIM.

14.0 n6oM cepbe3HOM WHUWAEHTE, MpoMU3olWealeM B CBS3M C 3TUM
YCTPOWCTBOM, HEO6X0AUMO COO6LLATb MPOM3BOAUTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPO# OTHOCUTCS NONb30BaTENb W/ UM NaLWEHT.

15.370T Habop COAEPXMT KOMMOHEHTBI, K1acCMbULIMPyeMble B COOTBETCTBUN C
PernamenToM (EC) N2 1272/2008 cneaytowmm o6pasom:
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Npeay

H317 MO>eT BbI3bIBaTb aNNEPruyeckme peakum Koxm.

Ha12 Oka3sblBaeT BpesiHoe BO3/AEHCTBME Ha BOAHbIE OPraHN3Mbl
ANUTENbHbLIM 3dEKTOM.

Mpodunakmmka:

P280 HapesaiiTe 3alUTHbIE NEPYaTKM M 3aLUWNTHYIO OAeXaY.

P261 W3beraiite BabIxaHWs TyMaHa/napoB/aspo3onen.

P273 He ponyckaiite nonagaHns B OKpYXaloLlyto cpeay.

272 He ponyckaiite nonaaaHus 3apaxeHHon paboyeit

ofiex/abl 33 Npenensl paoyero Mecra.

Mepbl pearmpoBaHus:

P302+P352 MPU MONAZAHMM HA KOXXY: O6unbHO NpoMoiiTe BOAOMA.
TPy BO3HMKHOBEHUN Pa3APaXeHNsi KOXM UM Chinu:

P333+P313 o
O6paTuTech 3a KOHCY/bTaLKell/NoMOLLbI0 K Bpayy.
P3624P364 | CHUMWTE 3apaxenHylo OAGXAY M MOCTUpaiiTe ee nepea
NOBTOPHBIM MCMONb30BaHUEM.
YTunusaums:

YIUnusunpyiire coaepXXMMOe/KOHTEMHEp B paspeLLeHHbIX
P501 MecTax c6opa OnacHbIX UK creLmanbHbIX OTXOA0B
B COOTBETCTBMM C M106bIMU MECTHbIMW NpaBuiaMm.
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Park, Nanshan, Shenzhen, 518057, P. R. China
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AApec 3NeKTPOHHOM nouThbl: service@mindray.com
Be6-caitT: www.mindray.com

Ten.: +86-755-81888998; dakc: +86-755-26582680
MpeacrasuTtens B EC: Shanghai International Holding Corp.
GmbH (Espona)

Appec: Eiffestrape 80, Hamburg 20537, lepmanus

Ten.: 0049-40-2513175; ®akc:0049-40-255726
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