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Intended Purpose
In vitro test for the quantitative determination of Albumin (ALB)
concentration in human serum and plasma on Mindray BS series chemistry
analyzers. It is intended to be used for diagnosis and monitoring
hypoalbuminemia.
Summary'?
Albumin is the single most abundant protein in normal plasma, usually
constituting up to two thirds of total plasma protein. It has a high abundance
of charged amino acids that contribute to high solubility, and it has a net
negative charge of about -12 at neutral pH. Albumin serves a number of
functions, serving as the major component of colloid osmotic pressure
(patients in hypoalbuminemic states, such as nephrotic syndromes, are
prone to develop edema); serving as a transporter for a diverse range of
substances, including fatty acids and other lipids, bilirubin, foreign
substances such as drugs, thiol-containing amino acids, tryptophan, calcium,
and metals.
Albumin levels in serum or plasma is used for monitoring of liver diseases
(e.q. liver cirrhosis) and kidney diseases (e.g. nephrotic syndrome), judging
the degree of hydropsy. Furthermore, according to detecting the plasma
albumin level, the nutritional status of patients and prognosis of elderly
inpatients is attained.
Assay Principle
Bromcresol green (BCG) method

Nonionic surfactant
BCG + Albumin e Glaucous complex

P .

At a slightly acid pH (pH=4.2), albumin combines with bromcresol green
(BCG) to produce a glaucous complex. The absorbency increase is directly
proportional to the concentration of albumin.

Ci
Sodium succinate 33.0 mmol/L
R; Bromocresol green 0.2 mmol/L
Sodium benzoate 7.0 mmol/L
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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, lithium heparin or K»-EDTA 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.
® Sample Stability
7 days at 15-25°C
7 days at 2-8°C
4 months 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
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.
3.Mindray BS series chemistry analyzers and General laboratory equipment.
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Assay procedure

Parameters Item BS-2000 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 605/700 nm
Reaction direction Increase
R 200 pL
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 5 min, then 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-2000 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.
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 ALB concentration of each sample automatically after calibration.

Conversion factor: g/L x 15.2 = pmol/L.

Dilution

If the value of sample exceeds 60 g/L, the sample should be diluted with 9

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

multiplied by 4.

Expected values

Sample Type Units
Adults® 40-55 g/L
Serum/ 28 days -< 6 months 35-50 g/L
Plasma Children? 6 months -< 13 years 39-54 g/L
13-18 years 42-56 g/L

The expected value is provided from reference, Mindray has verified it by
148 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
®m Analytical Sensitivity
The Albumin Kit has an analytical sensitivity of 3 g/L on BS-2000. Analytical
sensitivity is defined as the lowest concentration of analyte that can be
distinguished from a sample that contains no analyte. Itis 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/Plasma 3-60 g/L
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A high ALB concentration sample (approximately 60 g/L) is mixed with a low
concentration sample (<3 g/L) at different ratios, generating a series of
dilutions. The ALB 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 3-240 g/L.

m Precision

Precision was determined by following CLSI Approved Guideline EP05-A38,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.

The precision data of controls on BS-2000 are summarized below*.

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

Control Level 1 34.14 0.21 0.61 0.33 0.97

Control Level 2 50.83 0.26 0.52 0.47 0.93

*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-2000 are summarized below.

N Interferent Analyte Relative
?:s;:::geg Concentration Concent‘l";tion Deviation
(mg/dL) (g/L) (%)*
Ascorbic acid 30 35.11 -1.19
Hemoglobin 500 36.98 +7.18
Bilirubin 60 35.22 -1.37
Intralipid 500 35.86 +6.22

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

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results®.

m Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A310, The Mindray System (Mindray BS-2800M/Mindray ALB Reagent)
(y) was compared with comparison system (BECKMAN COULTER AU5800/
BECKMAN COULTER ALB Reagent) (x) using the same specimens. The
statistical data obtained by linear regression are shown in the table below *:
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Regression Fit Correlation Sample  Concentration
9 (s ient (r) (N) Range (g/L)
y=1.0267x-0.0277 0.9983 244 14.48-55.17

*Representative data, results in different instruments, laboratories may vary.
Result interpretation
The results could be affected by drugs, disease, or endogenous
substances®!1. When the reaction curve is abnormal, it is recommended to
retest and check the result.
Warnmgs 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.

. 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.
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Indicates a medical device that needs protection from light sources
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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 onpeaenenuns anb6ymuHa, C €
Mmetoa c 6p P 0123
b Ansa ogop
N2 kar. Pasmep ynakoBku
105-000822-00 R: 4x40 mn
105-000861-00 R: 6x40 mn
105-001597-00 R: 6x60 mn

LieneBoe Ha3HaueHue

AHanus in vitro ANA  KONUYEeCTBEHHOro onpeaeneHns KoHueHTpauuu
anbbymmHa (ALB) B cbiBOpOTKE M nnasMe 4enoBeka Ha XUMUYECKUX
aHanusartopax Mindray cepuu BS. MNpeaHasHayeH Anst UCNONb30BaHWUS Npu
ANArHOCTUKE U MOHUTOPUHre rMnOaﬂbsyMMHeMMM.

KpaTtkas cnpaBka'?

AﬂbsyMMH ABNSETCA €ANHCTBEHHbIM Haubonee pacnpocTpaHeHHbIM 6enkom
B HOpPMa/IbHOM MniasMe, O6bMHO OH COCTaBNsieT A0 ABYX TpeTeli obluero 6enka
nnasmbl. OH COAEPXUT BonblUoe  KONMM4ECTBO 3apSHKEHHBIX  aMWHOKMCNOT,
CNOCOBCTBYIOLUMX BLICOKOIH PACTBOPUMOCTH, M 06N1AAAET YMCTBIM OTPULIATENbHBIM
3apsiioM OKOMO -12 Npu HeiTpanbHoM pH. AnbBYMUH BbINONHSET psa GYHKLMWIA,
SIBNSETCA  OCHOBHbIM  KOMMOHEHTOM — MpU  (hOPMUPOBAHMM  KOJTOMAHOTO
0OCMOTMYECKOTO AaB/IEHNS (MaLMEHTbI B COCTOSHWM MMNOans6yMUHEMUM, TakoM Kak
HedpoTUYECKME CMHAPOMbI, CKIIOHHbIE K PasBUTUIO OTEKOB);  OCYLeCTBseT
TPAHCTOPT WMPOKOTO /AVanasoHa BELeCTs, BK/IKOUas XMPHbIe KUCIOTHI U Apyrue
XMPbI, BUIMPYBUH, MHOPOAHbIE BELLECTBa, Takne Kak JIekapCTBeHHbIe Npenapar,
TMONCOAEPXKALLME AMUHOKMCIIOTbI, TPUMTOdaH, KasbUwii, a Taloke MeTanibl.

Or e ypoBHs anbby B CbIBOPOTKE U N/1a3Me Ucnosb3yeTca Ans
MOHWTOPUHra 3aboneBaHuii nedyeHu (Hanp., uMppo3a) U noyek (Hanp.,
HedhPOTMUECKMIT CUHAPOM), OLEHKM CTENEHN TSXXECTU BOASHKN. Kpome Toro,
No ypoBHIO anb6yMMHa B MnasMe MOXHO OLEHMBATb COCTOSHME MUTaHUA
NauMeHToB M NPOrHO3MPOBaTh COCTOSIHME CTALMOHAPHbLIX MalMeHTOB
NpekIoHHOro Bo3pacTa.

MpuHUMN aHanusa

Peakuus ¢ 6poMKpe30/10BbIM 3e/eHbiM (BCG)

BCG + AnbBymMuH —iguoktoe NAB KoMnnekc cepo-rony6oro Lseta
pH=4,2

SBnssice cnaboit kucnotoit (pH=4,2), anbbyMuH CBSI3bIBAETCS C 6POMKPE30I0BbIM
3eneHbiM (BCG) ¢ 06pasoBaHMEM KOMIIEKCa Cepo-ronyboro LBeTa. YBenuueHne
MOr/IOWEHs NPSIMO MPOMOPLIYOHABHO KOHLIEHTPaLMK anbByMiHa.
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PeareHTbl u Tbl

CyKuuMHaT HaTpus 33,0 mmonb/n
R: BpoMKpe30/10BbIii 3eN1EHbIN 0,2 mmonb/n
BeHsoart HaTpus 7,0 Mmmonb/n

XpaHeHue n cTabunbHOCTb
Wcnonb3osatb A0 ncre4yeHnsa Cpoka roAHOCTN, yKasaHHOro Ha 3TMKeTKe, npu
XpaHeHnn B Hepacne4aTtaHHOM Buae npu 2-8°C B 3alWMLLEeHHOM OT CBeTa MecTe.
nDVI NCNONb30BaHUM B aHanu3aTope peareHTbl cTabunbHbl B TeyeHune 28
CYTOK NMpu XpaHeHuu B OX/1aXXAEHHOM COCTOAHUU Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpsasHeHms.
He 3amopaxuBaiite peareHT.
OT60p 1 noaroToeka o6pasuos
B Tunbl o6pa3suos
B kayecTBe Npo6 MOXHO WCMOMb30BaTh CbIBOPOTKY, M1a3My C IMTUIA-renapuHoM
vnu nnasmy ¢ ATA-Ko.
m MoaroToBka Nepea aHa/iM3oM
1.Heo6x0ANMO MCMoNb30BaTL MOAXOASLUME NPOBUPKN WU KOHTElHEpb! Ans
c60pa Npo6 1 CefoBaTL NHCTPYKUMSM U3rOTOBUTENS; M36eraTh BO3AEHCTBUS
MaTepuanos Npo61poK WK Apyrx KOHTeliHepoB ans c6opa npo6.
2.Mpo6el, conepxaline 0Caaok, nepea NpoBeAeHeM aHannsa Heo6XoaANMo
LeHTPUdYrnposaTs.
3.06pasubl nocne cbopa 1 NpeasapuTesbHOM 06paboTKM ClenyeT NpoaHanunpoBaTh
KaK MOXHO CKopee.
® CtabunbHoOCTb Npo6
7 AHel npu 15-25°C
7 nHeit npn 2-8°C
4 mecsua npu (-25)-(-15)°C*
Ans 60nee ANUTENBLHOTO XpaHeHWUsi NPo6bl HEOEXOAMMO 3aMOpPO3UTL MpPH
Temnepatype (-20°C)°. K cTabunbHOCTM 06pasuoB 6biin ycTaHOBNEHbI
NPOM3BOAUTENEM W/WNM OCHOBaHLI Ha 3TanoHax, Kaxaas naéopatopus
[IONKHa yCTaHaBNMBaTh CBOW COBCTBEHHbIE KDUTEPUM CTaBUIBLHOCTY
o6pasuos.
MNMoaroToBka peareHToB
R — rOTOB K MCMONb30BaHMIO
BLINO/IHSANTE NNaHOBOE TeXHUUYECKOoe O6CIyXMBaHME W  CTaHAApTHbIE
onepaLiy, BKIiouas KanubpoBKY U aHann3 CUCTEMBI, YTOBbI FrapaHTUPOBaTh
paboToCNOCO6HOCTL aHANNTUHECKOM CUCTEeMbI.
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I . He B
1.06bI4HbIe nabopaTopHble MmaTepuansl: Pacteop NaCl B koHUeHTpauum 9 r/n
(cmsmronornueckuii pacTsop), AMCTUINMPOBaHHAS/ AEMOHU30BaHHAs BOAA.
2.Kanun6patop 1 KoHTponb: O3HakoMbTeCb C pasfefioM MHCTPpyKuuu ans

peareHTOB M0 BbIMOMHEHNIO KaMEPOBKU 1 KOHTPONsi KayecTsa.
3.Xvmnyeckne aHanusatopbl Mindray cepuu BS wu  nabopatopHoe
060pyAoBaHue o6LIero HasHa4eHus.
MeToanka KONUYECTBEHHOr0 aHanusa
XuUMUyeckue aHanusaTopsbl

MNapameTpbl BS-2000
Tun aHanusa MeToA KOHEeYHOW TOUKM
1Ha BOJTHbI
(nepﬁiﬂHai/BﬁopWHan) 605/700 Hm
Hanpasnenue peakunn YBenuuenne
R 200 mkn

CwmelwaiiTe, uHKy6UpyiiTe npn 37°C B TedeHue 1~2 MUH, onpeaenvte
nornoweHne Al, 3atem go6asbTe:
Mpo6a unu kanuépaTtop 2 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 3KCMyaTaLWM 3TUX aHanu3aTopos.
Kanun6poska
1.PekomeHayeTca ucnonb3osaTh kanubpatop Mindray (CblBOPOTOUHbIA
MynbTuKanuépartop: 105-001144-00 wumnu  apyrue  noAaxoAsiimne
kanuépatopsl) 1 9 r/n NaCl (¢hu3pacTsop) Ans ABYXTOUEHHO KannbpoBKu.
MHdopMaumio 0 npociexnsaeMocTi CbiBOPOTOUHOIO My nbTUKanuépaTopa
Mindray cM. B WHCTPYKUMM MO MCMONb30BaHMIO KanubpaTopa KoMnaHum
Mindray.
2.YacTtoTa Kanuéposku
KannbpoBka XuMmnyeckux aHanusatopos BS-2000 ctabunbHa B TeyeHue
npuénusuTensHo 28 cyTok. [Ns pasHbiX NpuGOpPoB CTabUIbHOCTL
KanubpoBKM MOXET OTIMYATLCs, Kaxaoi nabopaTopuu —cneayet
YCTaHOBUTL YacTOTy KaMGPOBKY B NapaMeTpax Npuéopa B COOTBETCTBMM
CO CBOMM PEXMMOM MCMO/b30BaHMS.
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MoxeT noHagobuTbcs MOBTOPHas KanubpoBka NPWM BO3HWKHOBEHWUMU

cneayoWmnx 06CToATeNbCTB:

« Mpwn M3MeHeHWn NapTum pearexTa.

« CornacHo TpeGoBaHuiO cobniopaembix npoueayp KOHTPOAS KavecTsa
win  npu BbIXoAe 3HaYeHun ANA  KOHTPO/IbHOro Martepuana 3a
AonycTuMble npeaensl.

. I'Ipvl BbINOTHEHMN KOHKDETHOVl npoueaypbl no TEXHUYECKOMY
OGCHY)KVIEHHVHO Win  yCTpaHeHMK HencnpaBHOCTU BMOXUMUYECKNX
aHanu3aTtopos.

3.3HaueHus ansa KaﬂVlﬁpaTOpa 3aBMCAT OT NapTMM U COOTBETCTBYHOLWNX
moaenei, B Tabnuue 7.

KoHTponb kavectBa

1.PekoMeHAYyeTCS  WUCMONIb30BaTb  KOHTPOJIbHbLIA  MaTepuan Mindray
(KNMHMKO-XMMNYECKNIA MyNbTUKOHTPOSb: 105-009119-00,
105-009120-00 unu Apyroii NOAXOAAWMIA KOHTPONbHLIV MaTepuan) ans
nposepkn 3(PEeKTUBHOCTM NpoueAypbl W3MEPEHWs; AOMONHUTENbHO
MOXHO MCNONb30BaTh APYyrue noaxoAsine KOHTPO/ibHble MaTtepuansl.

2.PeKkoMeHAYeTCA CMO/b30BaTh ABA YPOBHS KOHTPOJIbHbIX MaTepnanos Ans
aHanMsa Kaxaoi naptum o6pasuoe. Kpome Toro, cneayer aHanusnposaTth

KOHTPOMNbHBbIV MaTepuan C Kaxaoi HOBOM KanMbpoBKOW, C KaXAbIM HOBbIM

KapTpuaXeM C peareHTaMM W rocne ONpeAeneHHbIX npoueayp

TEXHUYECKOro OBCNYXWBAHUA WM YCTPaHEHWs HeMCpaBHOCTel, Kak

noApo6HO OMMCaHO B COOTBETCTBYIOLIEM PYKOBOACTBE MO 3KCM/yaTaunu

cucTembl.

3.B «kaxaoit nabopaTopuu CleAyeT YCTaHOBWUTb COBGCTBEHHYIO CXeMmy
KOHTPONA KayecTsa M NOPSAOK BbIMOHEHNS KOPPEKTUPYIOLUMX AEHCTBUN,
€CNM KOHTPO/bHble MaTepuasibl He BOCCTaHaBNMBAIOTCS B npeaenax
AONYCTUMBIX OTKNOHEHMIA.

Pacuer

DA=(A2-A1) obpasua unu kanmbpatopa.

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

XuMudeckuii aHanusatop cepun BS onpeaensieT uaMeHeHue nornoweHns

(AA) v aBTOMaTMYECKM paccuMTbIBaeT KOHUeHTpauuio ALB ans kaxaoi

npo6bl Nocne KanuéposKku.

KoadduumeHT npeobpasosanunsa: r/n x 15.2 = MKkMonb/A.

PasseneHune

Ecnv 3HaueH1e npobbl npesbiluaeT 60 /71, Npo6y cneayeT passecTyt B pacTBope

NaCl 9 r/n (Hanp. 1+43) (¢bu3pacTeop), U NOBTOPUTbL aHanu3. MonydeHHbIn

pe3ynbTaT CeAyeT YMHOXUTL Ha 4.
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Tun npo6bl ERMHMLE!

B3pocnbie® 40-55r/n

CbiBOpOTKa/ 28 aHen - <6 mecsaues 35-50 r/n
Mnasma Aetn’ 6 mecsiues -< 13 ner 39-54 r/n
13-18 ner 42-56 r/n

O)KVlﬁlaeMOe 3Ha4YeHue NoNy4yeHo Npu UCNOoNb30BaHUW 3TanoHa, KOMNaHusa
Mindray noaTteBepauna ero Ha 148 npobax CbIBOPOTKW, B3ATbIX Y NioAei u3
Kutas.
Ka)KI:laFl ﬂasopaTOleﬂ A0MKHa yCTaHas/nBaTb csou CO6CTBEHHbIE
Deq)epeHCthe WHTEpBasibl B 3aBUCMMOCTUN OT €€ KOHKPETHOIro pacnonoXeHus
W NONYNAUMOHHbBIX XapaKTeEPUCTUK, NMOCKONbKY npeanonaraemble 3Ha4eHus
MOTYT OT/IN4aThbCSA B 3aBUCUMOCTM OT reorpacuu, pacel, nona v Bo3pacra.
Pa6oune xapaKTepucTukmn
B AHanm y
AHanuTMyeckas YyBCTBUTENbHOCTL Habop Ans onpeaenexus anbbyMuHa Ha
BS-2000 coctaBnsier 3 r/n. AHanuTAYecKkas  YyBCTBUTENbHOCTH
onpeaenseTcs kak HauMeHbLUas KOHLEHTPaUMs aHanuTa, No KOTOpO# MOXHO
OTNNYMTL 0Bpasell, He CoAepXallnii 3TOT aHanuT. OHa paccUnTLIBaETCs Kak
3HayeHne, Ha 3 CTAHAAPTHbIX OTKIOHEHWS MpeBblllalollee cpeaHee
3HayeHWe, nosyyeHHoe W3 20 MOBTOPHbIX aHaAM30B  NpPobbl, He
coAepxallero aHasu3MpyeMoro BellecTsa.
® [lnanasoH usMepeHui
Cvcrembl Mindray cepum BS o6ecrniednBaloT cnesytowmin AnanasoH IMHERHOCTU:
Tun npo6bl
CbIBOpOTKa/MasmMa 3-60 r/n

Mpo6a c BbICOKO KoHLeHTpauneit ALB (npubnunsntensHo 60 r/n) cmelunsaeTcs
C npo6oi C HU3KOW KOHUEHTpaumein (<3 r/n) B pasHblX COOTHOLUEHWSX,
B pesynbTaTe MoslydaeTca cepusi passedeHwit. KoHueHTpaums ALB kaxaoro
passeneHus OMpefensieTcs € foMowbio  cucTeMbl  Mindray, Auanaso
JIMHEAHOCT  AieMoHCTpUpYeTcst € KkoadduumeHToM koppensuum r=0,990.
Peructpupyembiii AnanasoH coctaenset 3-240 r/n.

B MpeunsnoHHOCTb

TMpeLn3MOHHOCT OMpeAensinack C MOMOLbIO CEAYIOLEro 0A06PEHHOM
CLSI pykoBoacTea EP05-A38, kaxxaas npoba aHanusmuposanach no 2 pasa 3a
ofHy o6paboTky, 2 o6pa6oTku B cyTku, Bcero 20 cyTok. [laHHble
NPEeLU3UOHHOCTH KOHTPOJIbHBIX MaTepuanos Ha BS-2000 npuseaeHbl HUXe*.
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Twun o6pasuos Cpepnee b y
(N=80) (r/n) SD(r/n) CV% SD(r/n) CV%
KOHTPOMbHbIiA ypoBers 1 34,14 0,21 0,61 0,33 0,97
KOHTpOnbHbIid yposerb 2 50,83 0,26 0,52 0,47 0,93
*PenpeseHTaTnBHbIE AaHHbIE, PE3YNbTaThl, MOy 1€ Ha pasHbIX MPUGOp

1 B pasHbix 1a60PaTOPUSIX MOTYT OTANYATECA.

B AHanuTtuuyeckasn cneunduyHOCTb

Mpobbl C pasnuyHO KOHUEHTPauuel Melwalwero BelwecTsa roToBUIU
nytem no6aBneHus Mellalollero KOMMOHEeHTa K MynaM Yenoseyeckoin
CbIBOPOTKM, 11 OTCYTCTBMEM 3HAUYMMOTO MeLLaloLLEero BO3AeNCTBIS CUMTanoc
BOCCTaHOBNeHWe B npeaenax £10% OT COOTBETCTBYIOLLErO KOHTPOIbHOMO
3HaYeHNs.

He Habnioaanu 3HauMMOro Melalolwero BO3AENCTBUA yKasaHHbIX Aanee
BelLeCTB MPU MCCNEN0BAHUSX BMECTE C HAMU C WCMO/Mb30BaHWEM AaHHOW
MeToAonorun. [laHHble UCCneaoBaHns MelwalLlwnx matepuanos Ha BS-2000
NpUBEAEHbI HUXE.

':e::e'z:ie KOHUEHTpauns aHanuTa oTKnoHeHne
(Mr/an) (r/n) (%)*
Ackop6KHOBas KCioTa 30 35,11 -1,19
FemMornobux 500 36,98 +7,18
Bunupy6un 60 35,22 -1,37
WHTpanvnua 500 35,86 +6,22

*Penpe3eHTaTMBHbIE AaHHbIE, PE3Y/IbTaTbl, MO/lyYeHHbIe Ha pasHbiX MpuMGopax
M B pasHbIX N1abopaTopusix MOryT OTINYATLCA.

B oueHb PEAKMX Clyyasix raMMonaTis, B 4acTHOCTU Tun IgM, Moxer
NPUBECTU K HEAOCTOBEPHbIM pe3ynbTatam?®.,

® CpaBHeHWe MeToA0B

VccnenosaHust KOPPeNsiluv  BLIMONHANN C WCTIONb30BaHWEM OA0BPEHHOTO
pykoBoacTBa CLSI EP09-A31°, Cuctema Mindray (Mindray BS-2800M/peareHt
Mindray ALB) (y) cpaBHMBanach c cuctemoit cpaBHeHuns (BECKMAN COULTER
Au5800/peareHT BECKMAN COULTER ALB) (X) € UCMoNb30BaHUEM OAUHAKOBbIX
o6pasuos. CTaTUCTUYECKME /[aHHble, MONyYEeHHbIE JIMHEHOW perpeccueil,
nokasaHbl B Tabnuue Hyke*:

Yy Mpo6a AnanasoH
perpeccun ppensiumm (r) (N) (r/n)
y=1,0267x-0,0277 0,9983 244 14,48-55,17

*Pernpe3eHTaTuBHbI€ AaHHbIE, PE3y/bTaTbl, MOJyYeHHbIe Ha pasHblX NpubGopax
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M B pasHbIX 1a60paTopusx MOryT OTIMYATLCS.

WUHTepnperauma pesynbTaTtos

Ha pesynbTaThl MOTyT BAMSITL NIeKapCTBEHHbIE CPEACTBa, 3abonesaHus uin
sHAoreHHble Bewectsa®!l, Ecnu rpadguk peakuum OTKIOHsieTCs  OT
HOPMasibHOTO, PEKOMEHIYETCS NPOBECTW MOBTOPHBIN aHanu3 U NpoBepUTL
pesynbTar.

Mpeny n Mepbl TOp ™

. Tonbko Ans  AuvarHocTMku in vitro. [ns  npodeccroHanbHoro

NabopaTopHOro MpUMEHeHUs:.

Heo6xo0anMo cobnioaate Mepbl MPeA0CTOPOXHOCTY NpK paboTe Co Bcemu

nabopaTopHbIMM peareHTamm.

. Y6eauTech B LUENOCTHOCTM YNaKkoBKM Nepes NCrosib3osaHnem Habopa. He

ucnonb3yitTe Habopbl C MOBPEXAEHHOW YyNakoBkoW. WcknouuTte

BO3/I/CTBME Ha peareHTbl MPSIMOTO  COJIHEYHOTO CBETa U WX

3aMopaxuBaHue. [pu  Heco6MoAeHUM  COOTBETCTBYIOWMX — YCOBUIA

XpaHeHUsl peareHToB NoJlydeHUe KOPPEKTHbIX Pe3y/bTaToB aHann3os He

rapaHTupyeTcs..

Ecv peareHTsl 6bUIM HEMpeAHaMEPEHHO OTKPbITbI [0 MCTONb30BaHMS,

XPaHWTE NX MIOTHO 3aKPbITLIMK NPY TeMnepaType 2-8°C W 3alUMLLEHHbIMU

oT cBeTa. B 3T0M cyuae ux CTabWbHOCTL HE OT/IMYAETCs OT CTabUNbHOCTU

NP1 NCMONb30BaHMN.

He aonyckaiiTe cMelwnBaHMs peareHToB 13 PasHbiX NapTuii 1 hnaKoHos.

He ncnonb3yiiTe peareHTbl NOCe UCTEYEHUS UX CPOKa FOAHOCTU W AaTbl

MCMonb30BaHNsA. He fonyckaiiTe CMELINBAHUA CBEXMX PeareHToB C yxe

UCMO/Ib3yeMbIMU.

WN36eraiiTe o6pa3oBaHns NEHbI.

CreayeT oxuaaTb MOTEPH0 CTABWILHOCTM WM YXyAleHMe KayecTsa npu

Ha/MYMM  BAWMMBIX MPU3HAKOB YTEUKM, BbINAAEHMS OCAAKOB WM pocTa

MMKPOOPraHN3MOB, a Takxke eci KanbpoBKa Wik KOHTPO/IbHbIE OnpeaeneHns

He COOTBETCTBYIOT KPUTEPUSM, Y B JIACTK wwm ans

cnucrembl Mindray.

HajexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

HEeco6N10AeHNS MHCTPYKLNIA, NPUBEAEHHBIX B AAHHOM INCTKE-BKNAAbILLE.

. 3anpeuiaeTcs npornaTbiBaTh. M36eraiiTe KOHTaKTa C KOXEN U CIM3NCTLIMM

o6onoykamu.

Mpy ciyyaiiHoM NonaaaHum peareHTa B rasa Wik POTOBYIO MOMOCTb, @ Takxke

Ha KOXY HeMeNeHHO O6WIbHO MPOMONTE MOpaXKeHHble y4acTku GoMbluMM

KOSIMYECTBOM Bozbl. MpU HEOBXOANMOCTU 0BpaTUTECh K Bpady ANs MOyuYeHNs

MEAMLMHCKOM MOMOLLM.

10.MacnopT 6esonacHoCTV MaTepuana NpeaoCTaBAseTCcs NPOheccHoHanbHOMY
no/b30BaTeNio Mo 3anpocy.
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11.YTunusauus Bcex oTX040B A0JIXXHA NPOU3BOAUTLCS B COOTBETCTBUN
C MeCTHbIMKU Npasuiamu.
12.Becb 4enoBeyeckuit MaTepuan cneayer cumTaTb  NOTEHUMANbHO
VH(EKLMOHHBIM.
13.Bce BbIsiBNIEHHbIE pUCKn BblM CHIDKEHDI HACTONIbKO, HAaCKOJ/IbKO 3TO BO3MOXHO
6€e3 HeraTMBHOrO BNWSIHASI Ha COOTHOLUEHME TMOSb3bl U pucka, mn oﬁu.\mﬁ
OCTaTOYHbI PUCK SIBNSIETCA NpUeM/IeMbIM.
14.0 n6oM cepbe3HOM WHUWAEHTe, Npou3oleslemM B CBS3M C 3TUM
YCTPOWCTBOM, HEO6X0AMMO COO6LLATb NMPOM3BOAUTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTOPOW OTHOCUTCSI MOJIb30BaTENb W/UNY NaLUEHT.
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YcnosHbie 0603HaueHns
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