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ASO I

Cat. No. P:
105-009291- 1 IXx23 ml+ R2:7 1x23 mL
105-004630-00 R1: 2x40 mL + R2: 2x40 mL
105-004631-00 R1: 2x40 mL + R2: 2x40 mL

105-007673-00 R1: 1x23 mL + R2: 1x23 mL + Cal: 1x0.5 mL
105-007674-00 R1: 2x40 mL + R2: 2x40 mL + Cal: 1x0.5 mL
105-007675-00 R1: 2x40 mL + R2: 2x40 mL + Cal: 1x0.5 mL
105-044230-00 R1: 1x23 mL + R2: 1x23 mL + Cal: 5x0.5 mL
105-044231-00 R1: 2x40 mL + R2: 2x40 mL + Cal: 5x0.5 mL
105-044232-00 R1: 2x40 mL + R2: 2x40 mL + Cal: 5x0.5 mL

Intended Purpose

In vitro test for the quantitative determination of Antistreptolysin “0” (ASO)
concentration in human serum and plasma on Mindray BS series chemistry
analyzers. Itis intended to be used for aiding to diagnose and monitoring
the therapeutic effect of rheumatic diseases and infections.

Summary®®

Immunological testing for specific antibodies to streptococcal metabolic
products vyields important information about previous streptococcus
infections. Antibodies are produced against the pathogen and its metabolic
products. One example is the antibody to streptolysin *0” (ASO), an enzyme
produced by Lancefield group A B-hemolytic streptococci. Determination of
antistreptolysin “O” is performed when toxic and sensitizing associated
ilinesses occur, such as rheumatic fever (major symptoms: carditis,
polyarthritis, chorea minor, subcutaneous nodules, erythema annulare) and
poststreptococcal acute glomerulonephritis.

Assay Principle

Latex Immunoturbidimetric Method

Streptolysin “O” coated latex+ ASO == Immunocomplex(agglutination)
Determination of the concentration of ASO through photometric
measurement of immunocomplex between Streptolysin “0O” coated latex
and ASO present in the sample, the absorbency increase is directly
proportional to the concentration of ASO.

Reagents Components
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Tris buffer 50mmol/L
Sodium chloride 10 g/L
R1:
BSA 2g/L
ProClin300 0.1%
Tris buffer 50mmol/L
R2: Suspension of streptolysin “O” coated latex 0.3%
ProClin300 0.1%
ASO solution specific*
Calibrator: Sodium azide 0.09%
ProClin300 0.25%

*ASO calibrator contains a,b,c,d,e levels, and the calibrator values are
lot-specific with the matched models listed in the value sheet.

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 30 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 and sodium heparin plasma are suitable for sample.
® 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 Stabilitys
2 days at 15-25°C
8 days at 2-8°C
6 months at (-25)-(-15)°C (Only frozen once)
For longer storage periods, samples should be frozen at (-20°C)7. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
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Reagent Preparation

R1 and R2 are ready to use.

Calibrators 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

Parameters Item BS-800 chemistry analyzers
Assay type FixedTime
Wavelength 570 nm

Reaction direction Increase

R1 150 pL
Sample or Calibrator 3L
Mix, incubate at 37°C for 3-5 min, then add:

R2 150 pL

Mix thoroughly, incubate at 37°C, and read the absorbance A1,
4-5 min later, read the absorbance A2
Then calculate AA/min=(A2-A1)/At
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
Antistreptolysin “O” Calibrator: 105-004644-00, or other suitable
calibrators) and 9 g/L NaCl (saline) for multi-point calibration or two-point
calibration. The calibrator is traceable to Manufacturer’s selected
measurement procedure.
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.
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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; 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
The BS series chemistry analyzer detects the change of absorbance(AA/min)
and calculates the ASO concentration of each sample automatically with a
specified calibration curve from calibration process.
Dilution
If the value of sample exceeds 1000 IU/mL, 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
Adults <200 IU/mL
Children <150 IU/mL
The expected value is provided from reference, Mindray has verified it by
288 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.

Serum/Plasma
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Performance Characteristics
® Analytical Sensitivity
The Antistreptolysin “0” Kit has an analytical sensitivity of 20 IU/mL on
BS-800M. 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 20-1000 IU/mL
A high ASO concentration sample (approximately 1000 IU/mL) is mixed with
a low concentration sample (<20 IU/mL) at different ratios, generating a
series of dilutions. The ASO 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 20-4000 IU/mL.
m High-dose hook effect
Hook effect has not occurred up to an ASO concentration of 4000 IU/mL on
BS-800M*,
*Representative data, results in different instruments, laboratories may vary.
B 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-800M are summarized below*.

Specimen Type Mean Rse;eatability :\lDithin-Lab
(N=80) (Iu/mL) (1u/mL) CV % (1u/mL) CV %
Control 1 110.1 0.99 0.90 1.31 1.19
Control 2 261.8 1.40 0.54 2.03 0.78
Serum 1 193.9 1.20 0.62 1.76 0.91
Serum 2 436.8 2.28 0.52 5.19 1.19
Serum 3 719.1 3.82 0.53 4.98 0.69

*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.
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No significant interference was observed when the following substances
were tested for interference with this methodology. The data of interference
studies on BS-800M are summarized below.

Interfering Interferent Analyrtaetion

ration (1u/mL)

Ascorbic acid 30 mg/dL 189.7

Hemoglobin 500 mg/dL 195.4

Bilirubin 40 mg/dL 191.9
Intralipid 500 mg/dL 193.5 -0.54
Triglyceride 1000 mg/dL 179.8 3.58
Rheumatoid Factor 180 IU/mL 183.7 0.41

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

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A310, The Mindray System (Mindray BS-800M/Mindray ASO Reagent)
(y) was compared with comparison system (BECKMAN COULTER AU5800/
BECKMAN COULTER ASO 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 (IU/mL)
y=1.0504x-21.041 0.9624 110 24.1-884.3

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

Result interpretation

The results could be affected by disease, or endogenous substances®. 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.

. 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.

w
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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.

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 calibrator 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!l,

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.

16.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.
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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.|

P333+P313

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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InVitro Diagnostic  Unique device European ConsultInstructions  Use-by
medical device identifier Conformity For use date

Authorized representativein o Temperature Catalogue
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e
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0]
Biological Risks _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
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EC-Representative: Shanghai International Holding Corp.
GmbH(Europe)

Address: Eiffestrape 80, Hamburg 20537, Germany

Tel: 0049-40-2513175; Fax:0049-40-255726
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Ha6op ansa onpeaeneHunsa aHTMCTpenTonmsnHa O
(naTekc-uMMyHOTYp6MaNMETPUUECKUN MeToA) C €n123

Ans odop
N2 kaT. a. Py

105-009291-00 R1: 1x23 mn + R2: 1x23 mn

105-004630-00 R1: 2x40 mn + R2: 2x40 mn

105-004631-00 R1: 2x40 mn + R2: 2x40 mn

105-007673-00 R1: 1x23 mn + R2: 1x23 mMn + kanubparop:
1x0,5 mn

105-007674-00 R1: 2x40 mn + R2: 2x40 mn + kanubpatop:
1x0,5 mn

105-007675-00 R1: 2x40 mn + R2: 2x40 mn + kanubpatop:
1x0,5 mn

105-044230-00 R1: 1x23 mn + R2: 1x23 mMn + kanubpatop:
5x0,5 mn

105-044231-00 R1: 2x40 mn + R2: 2x40 mMn + kanubpaTop:
5x0,5 mn

105-044232-00 R1: 2x40 mn + R2: 2x40 mMn + kanubpatop:
5x0,5 Mn

Llenesoe HasHaueHue

AHanu3 in Vvitro ANS KONMYECTBEHHOTO OMpeAeneHns KOHLLEHTPaLnum
aHTucTpenTonmavHa O (ASO) B CbIBOPOTKE M Mna3Me KpOBW YenoBeka Ha
BuoxmumMmyecknx aHanusatopax Mindray cepuv BS. [aHHblii  aHanu3
npeaHasHaueH ANs UCNoNb30BaHNS B ANArHOCTUKE N MOHUTOPHUHTa addekTa
neyeHns peBMaTUYECKUX 3a6osieBaHnin U MHDEKL WA,

KpaTkas cnpaBka®®

VIMMyHHONOTMYECKOe  TECTUPOBAHWE Ha  CreuuanbHble  aHtutena K
MeTaboNMYecKiM NPOAYKTaM CTPENTOKOKKOB 30T BaXHYI0 MHGOPMALINIO O
paHee nepeHEeceHHbIX CTPENTOKOKKOBbIX MHGbeKUMsX. K 3ToMy natoreHy u
ero MetabonMuyeckuM MpoAyKTaM BbIpabaTbiBalOTCs aHTUTena. OAHUM U3
NPUMEPOB  FBASIETCH aHTUTENO K  CTpentonusuHy O —  epMeHTy,
BbIPA6aTLIBAEMOMY B-FEMONIMTUYECKUMU CTPENTOKOKKaMU rpynnbi A o
NaHcdenba. Onpeaenenne aHTUCTPenToNM3MHa O NPOMU3BOAUTCS B Criyyae
TOKCUUYECKMX W CEHCMBMU3MPYIOWNX COMYTCTBYIOWMX 3a60N1eBaHuit, Taknx
KaK peBMaTMyeckas Mxopaaka (OCHOBHbIE CUMMTOMbI: KapAMT, NONNapTPUT,
Xopesi, MOAKOXHbIE Y3eNKM, KOMbLEBWAHAs 3pUTeMa) M OCTPbIi
NOCTCTPENTOKOKKOBbIN FIOMEPYNOHEDPUT.

MpuHUMn aHanusa

JlaTeKc-MMMyHOTYPEMANMETPUYECKIN METOA
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JlaTeKcHble 4acTuubl, MOKpbITbIE CTpenTonnsuHoM O + ASO =
NMMyHoKoMMnekc (arrnioTuHaums)

OnpepeneHne koHueHTpauun ACO nyteM (pOTOMETPUYECKOr0 U3MepeHus
MIMMYHOKOMJIEKCA NAaTEKCHbIX YaCTWLl, MOKPbITbIX CTPENTONM3NHOM O, U
ACO, npucyTCTBylOWEro B 06pasiie; MOBbIEHNE ONTUYECKON MIOTHOCTN
npsIMO NPOMOPLUMOHANLHO KOHUeHTpaumun ACO.

PeareHTbl u Tbl
Tpuc-6ydep 50 mmonb/n
R1: Xnopwua HaTpus 10 r/n
BSA 2r/n
ProClin300 0,1%
Tpuc-6ydep 50 mmonb/n
R2: CycneHsus naTekCHbIX 4acTul, 0,3%
MOKPBITbIX CTPENTONTU3UHOM (o]
ProClin300 0,1%
pacteop ACO cneunduyHbIn*
Kanu6patop: A3ua HaTpus 0,09%
ProClin300 0.25%

*Kanu6patop ASO coaepXwuT naTb ypoBHeiA: a, b, ¢, d e, n 3HaueHus ansa
KanubpaTopa 3aBUCAT OT MapTWM C COOTBETCTBYIOWMMM MOAGNAMY,
y B Tabnuue

XpaHeHue n t:TaGnanOCTb

Mcnonb308aTh /10 MCTEUEHWSI CPOKA FO/IHOCTM, YKa3aHHOTO Ha STUKETKE, Npu
XpaHeHun B HepacneyaTaHHoOM Buae npu 2-8°C B 3alUMLEHHOM OT cBeTa
mecTe.

Mpy UCrONb30BaHWUM B aHanM3aTope peareHTbl CTabunibHbl B TeueHne
28 CYTOK NPy XpaHeHUM B OX1aX/AEHHOM COCTOSIHUM Ha aHanusaTope. Mocne
BCKPLITUS AN UCMOJIb30BaHMNS KaNMGPATOP OCTAETCS CTabUNbHBIM B TEeUeHNe
30 cyTok Mpw oxnaxAeHnn Ao TeMnepaTypsl 2-8°C v 3awmTe OT cBeTa.
Heo6xoanmo nsberaTb 3arpssHeHus.

He 3amop iiTe peareHTbl 1 paTop.

OT160p 1M NnoarotoBka o6pasuos

® Tunbl o6pasuos

B KayecTBe Mpo6 MOXHO MCMONb30BaTh  CbIBOPOTKY, MAasMy C
NWTWIA-renapyuHOM 1 HaTpHii-renapuHoM.

m MoaroToBKa nepeA aHaNU3oM

1.Heo6Xx0AMMO UCMO/b30BaTL NOAXOASLUNE MPOBUPKN WM KOHTEIHepb! Ans
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cbopa npo6 1 cnegosBaTb MHCTPYKUMSIM M3roToBuTens; wusberatb
BO3/1€MCTBUSA MaTepmanos Npo6MpPoK UNKu Apyrmx KoHTeiHepos Ans cbopa
npo6.
2.Mpo6bl, coaepxaluve 0cafok, nepes NposeeHneM aHannsa Heobxoanmo
ueHTpudyruposats.
3.06pasubl nocne cbopa U npeasapuTenbHoii ob6paboTku cneayer
NpoaHann3npoBaTh Kak MOXHO CKopee.
m CtabunbHOCTb Npo6®
2 pHAa npu 15-25°C
8 AHeit npun 2-8°C
6 mecaues npw (-25)-(-15)°C (npu oAHOKpaTHOI 3aMOpo3ke)
ﬂﬂﬂ Gonee ANUTENbHOIO XpaHeHus npo6 HeOsXOﬂMMO 3aMopaxwusaTtb UX Npu
Temnepartype (-20°C)7. Tpe6oBaHusi K CTabunbHOCTM 06pasuos 6biin
YCTaHOBNEHbl M3roToBUTENEM I/I/I/II'WI OCHOBaHbl Ha 3TanoHax, Kaxaas
ﬂasopaTODVlﬂ AOMKHa yCTaHaBnuMBaTb CBOW CO6CTBEHHbIE Kputepun
cTabunbHOCTM 06pasLoB.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCNONb30BaHNIO.
Kanu6paTopbl roToBbI K MCMO/Ib30BaAHMIO. .
BbiNONHAiTe NnaHoBoe TexHWYeckoe O6CNyXWBaHME U CTaHAapTHble
onepauuy, BKItoyas KanubpoBKy M aHanus CUCTeMbl, YTO6bI rapaHTMPOBaTh
paboToCcnOCO6HOCTL aHANNTUHECKO CUCTEMBI.
Heo6xoanMble MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B
Ha6ope
1.06bl4Hble NnabopaTopHble MaTepuansl: PactBop NaCl B koHUeHTpauum 9 r/n
(cbusronornyeckuii pacTsop), AUCTUINMPOBaHHAS/AEMOHN30BaHHas BOAA.
2.Kanubpatop n KoHTposb: O3HaKOMbTECh C Pa3AenoM WHCTPYKUMM Ans
peareHTOB MO BbINOMHEHNIO kanuB6poBKKM 1 KOHTpons kayecTsa.
3.Xumnyeckne aHanusatopbl Mindray cepun BS wu nabopatopHoe
o60pyAoBaHme obLUuero HasHaueHus.
Mertoanka KONMYECTBEHHOrO aHanusa

Napamerpel XuMuyeckne aHaonmsaTophl
Tun aHanusa ®UKCMPOBaHHOE BpeMsi
[AnuHa BONHbI 570 um
HanpasneHue peakuun Ysenuuerue
R1 150 mkn
Mpo6a wnu kanubpatop 3 MKn
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Mepemewaiite, nHKY6MpYyiiTe npu 37°C B TeueHne 3-5 MUHYT, 3aTem
nobasbTe:
R2 150 mkn
TwaTensHo nepemellaiite, nHKy6upyite npn 37°C, n usmepbTe
ONTUYECKYIO MNOTHOCTL Al,
yepes 4-5 MUHYT U3MepbTe ONTUYECKYIO MIOTHOCTb A2
3artem paccumTainte AA/MUH = (A2-Al)/At

I'IapaMeTphl MOryT OT/IN4ATLCA Ha PasHbIX XMMUYECKUX aHanusatopax, npu

Heo6X0AMMOCTM WX MOXHO MPOMOPLMOHaNbHO KOppekTMpoBaTb. [ns

XUMUYeCKMX aHanusaTtopos Mindray cepuu BS napametpbl Ans peareHToB

npeaocTaBnsioOTCA  No  3anpocy. OBpaTMTeCcb K  COOTBETCTBYIOLIEMY

PYKOBOACTBY NO 3KCNAyaTauuun 3TUX aHain3aTopos.

Kanu6poska

1.PekomeHayeTcst ucnonb3osaTte Kanvbpatop Mindray (B coctaBe Habopa vunu
kanubpatop aHTMcTpenTonusmMHa «O»: 105-004644-00 wnn apyrue
noaxoasiume kanubpatopel) 1 9 r/n NaCl (dpuspacTsop) ans kanuéposkmM no

HECKO/IbKUM  TOYKam  win ﬂEyXTONSNHDﬁ KaﬂMspOEKW. KaﬂMGpaTOp

npocnexueaercs o npoueaypb! v3MepeHus, BbIGPaHHO

Npon3BOANTENEM.

2.YacTtoTa KanmbpoBKu

KanubpoBka xuMuyeckux aHanvsatopoB BS-800 ctabunbHa B TeueHue

npuénusmtensHo 28 cyTok. [Ins pasHbiX NpUBOPOB CTabuNbHOCTb

KanubpoBKM MOXET OTM4aTbCs, Kaxaoi nabopatopun — cneayet

YCTaHOBUTb YacToTy KaAuGpOBKY B NapaMeTpax Npuéopa B COOTBETCTBUM

CO CBOMM PEXMMOM MCMO/b30BaHMS.

MoxeT NOHafo6uTbCH MOBTOPHas Kanubposka MPW  BO3HMKHOBEHMM

cneayiowmx 06CToATeNbCTE:

« Mpu N3MeHeHUM NapTHM peareHTa.

« CornacHo Tpe6oBaHWIO COBM0AaEMbIX NPOLEAYP KOHTPONs KauyecTsa
VAW NpW  BbIXOAE 3HAYEHWH AN KOHTPOJbHOTO MaTepuana 3a
AonycTuMble npeaens.

« Mpu  BLINOMHEHUM  KOHKPETHOM MpoueAypbl MO TeXHUYeckomy
06CNYXMBAHMIO WIM  YCTPAHEHMIO HENCNPaBHOCTU  BHUOXMMUYECKMX
aHanu3aTopos.

3.3HaueHns Ans kanubpaTopa 3aBMCST OT MapTUM C COOTBETCTBYIOLUMMM
moaensamu, y B Tabnvue 7]

KoHTponb kauecTsa

1.PekoMeHAYyeTCA MCMob30BaTh KOHTPO/bHBIA MaTepuan Mindray (TpoiHoi
KOHTponb ASO/CRP/RF:  105-004650-00; KOHTpPOMbHbIA — MaTepuan
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ClinChem Multi Control: 105-009119-00, 105-009120-00, wunu apyrue
NOAXOASIUME  KOHTPO/bHbIE — MaTepuansi);  KpoMe  TOro,  MOXHO
MCMoNbL30BaTh Apyr1e NoAXoAsiMe KOHTPO/IbHBIE MaTepuarbl.

2.PeKOMEH/lyeTCsi UCMO/b30BaTh A1Ba YPOBHSI KOHTPO/IbHBIX MaTepNanos Ans
aHanusa Kaxaoi naptum npo6. Kpome TOro, KOHTPONbHbIV MaTepuan
ClleflyeT aHanM3MpoBaTh ANis KaX/A0M HOBOW KannbpoBKY, KaX/a0ro HOBOro
KapTpuaXa C peareHTaMu W MOCIE OMPEAENeHHOro TEXHUYECKOro
06C/TYXMBAHNS UMW YCTPAHEHUS! HENCTIPABHOCTEN, Kak NoApPO6HO OnmncaHo
B COOTBETCTBYIOLIEM PYKOBO/CTBE MO 3KCM/yaTauni CUcTeMbl.

3.B kaxpoit nabopatopuu cneayeT YCTaHOBUTb COBCTBEHHYI CXeMy
KOHTPOJIS KAYeCTBa 1 NOPSII0K BbIMOHEHNSI KOPPEKTUPYIOWIMX AeACTBIN,
€C KOHTPO/bHbIE MaTep He BOCCT TCS B T
[I0NYCTUMBIX OTK/IOHEHNIA.

Pacuer

XuMudeckuit aHanusatop cepun BS onpenensieT usMeHeHue norniouieHns

(AA/MVMH) ¥ aBTOMaTUYECKW paccUWTbIBAeT KOHUeHTpauuio ASO Kaxaoi

npobbl C yKasaHHOW KanMbBpOBOYHOI KPUBOW, MONYyYEHHOW B npouecce

KanubpoBKu.

PaszBepeHne

Ecnu 3HayeHue npo6bl npesbiwaer 1000 ME/mn, npoby Heob6xoaumo

passectu pactBopoM NaCl B KoHUeHTpauuu 9 r/n (cdbuspacrtsopom) (Hanp.,

1+4) 1 NOBTOPUTL @HaNW3; NONYYEHHbIN Pe3y/bTaT yMHOXaeTcs Ha 5.

n

Tun npo6bi
Bapocnble < 200 ME/mn
Detn < 150 ME/mn

OXMAaeMoe 3HaueHNe MONYYEHO MPU UCMOb30BAHUN STanoHa, KOMMaHMs
Mindray noaTteepanna ero Ha 288 npo6ax CbIBOPOTKM, B3STbIX Yy ntoAei us
Kutas.
Kaxaas na6opaTtopusi A0/KHE YCTaHOBMTL CBOM COBCTBEHHBIE pedpepeHCHbIe
VHTEPBaibl B 3aBUCMMOCTU OT €e KOHKDETHOTO DAacrofioKeHUs 1
NOMY/SUMOHHBIX XapaKTepUCTMK, MOCKOMbKY MpEeAnoNnaraeMble 3HaueHus
MOTYT OTIMYATLCS B 3aBUCMMOCTM OT reorpadui, packl, nona v Bo3pacra..
Pa6oune xapaKTepucTukm
B AHanMTUuecKas YyBCTBUTE/IbHOCTL
AHanuTUueckasi  UyBCTBMTENIbHOCTb ~ Habop  ANs  onpe;jeneHus
aHTUCTpenTonusuHa O Ha aHanusaTtope BS-800M coctaBnsier 20 ME/mn.
AHanuTUyeckasi UYyBCTBUTENBHOCTb  OMp TCA  Kak

CbiBopoTKa/lMnasma
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KOHUEHTpaUMs aHanuTa, Mo KOTOPOi MOXHO OTAMuMTL obpasel, He
coaepxallunit 3TOT aHanuT. OHa paccyuTbiBAeTCA Kak 3HauyeHue, Ha 3
CTaHAapTHbIX OTK/IOHEHMS NP ee cpeaHee , nonyyeHHoe
13 20 MOBTOPHBLIX aHanM30B MPO6bl, HE COAEPXKALIEro aHanusupyemoro
BeujecTsa.
B /lnanasoH naMepeHuin
Cnctembl  Mindray cepuu BS obecneuvsaioT cneaylowmii  AnanasoH
JIMHeNHOCTH:
Tun npo6bl
CbiBOpoTKa/lMnasma 20-1000 ME/mn

Cwmelwaiite npoby c Bbicokoit ASO (npubnusntensHo 1000 ME/mMn) c npo6oii
C HW3KOW KOHUeHTpauuei (< 20 ME/Mn) B pasHbIX COOTHOLIEHUSX ANs
NonyyeHns cepun passefeHuit. KoHueHTpauus ASO Kaxzaoro passeaeHus
onpeaenseTca ¢ NoMoLbo cucTeMbl Mindray, NMHEAHOCTb IEMOHCTPUPYeETCS
c koaddurumneHToM Koppensuumu r = 0,990. Peructpupyemblii AnanasoH
cocrasnser 20-4000 ME/mn.

B CBepxao030Bbliii XyK-3ddekT

Xyk-3cdekT Ha aHanusaTope BS-800M He BO3HWMKan Npu KOHUEHTpauuun
ASO ao 4000 ME/mn*.

*PenpeseHTaTuBHbIE AaHHbIE, Pe3yNbTatbl, MoNy4eHHble Ha PasHbIX MPUGopax u &
Pa3Hbix 1a60paTopuUsiX MOryT OT/IMHATHLCS.

B MpeunsnoHHOCTbL

MpeumnsnoHHOCTb onpeAensnack C MOMOWbIO CeAyloLero 0a06peHHoro
CLSI pykosoacTsa EP05-A38, kaxaas npoba aHanmanposanack no 2 pasa 3a
0AHy o6paboTky, 2 o6paboTku B cyTku, Bcero 20 cyToK. [laHHble
MNPeLUN3NOHHOCTM KOHTPOJIbHBLIX MaTepuanoB Ha BS-800M npuBeaeHbl
Hke*,

oG;a“ar:.loB Cpearee SD - SD "
(N=80) (ME/mn) (ME/mn) CV % (ME/mn) CcV %
KoHTponb 1 110,1 0,99 0,90 1,31 1,19
KoHTponb 2 261,8 1,40 0,54 2,03 0,78
CbiBOpOTKa 1 193,9 1,20 0,62 1,76 0,91
CbiBOpOTKa 2 436,8 2,28 0,52 5,19 1,19
CbIBOpPOTKa 3 719,1 3,82 0,53 4,98 0,69

*Penpe3eHTaTnBHbIe AaHHbIE, Pe3ynbTaTbl, MONyHYEHHbIE Ha PasHblX Mpuéopax u B
Pa3HbIX 1a6OPATOPHSIX MOTYT OTANYATBCS.
B AHanuTMYeckas cneundUUHOCTL
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Mpobbl € pasNMyHON KOHUEHTpauueir WHTepdepupylolero BellecTsa
roTOBW/IM NyTeM 06aB/IEHNS MELLAIOLLErO BEWECTBA K My/1aM YeoBeYeckoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAYMMOTO MELIAIOWEro BO3AENCTBUS CHNATANIOCh
BOCCTaHOB/eHMe B npeaenax + 10% OT COOTBETCTBYIOWIErO KOHTPO/IbHOMO
3HaueHus.

He Habniojany 3Ha4MMOro Melalllero BO3AENCTBMS yKasaHHbIX Aanee
BelLeCTB MPY MCCIEA0BAHMAX BMECTE C HAMM C WCMO/b30BaHWEM AaHHOW
MeToaonoruu. [laHHble UCCnefoBaHns MelwalLmnx Matepuanos Ha BS-800M
NpUBEAEHbI HNXeE.

Tpauuss OTHOCK

Mewarowee Mewarowasn aHanmTa OTKNIOHEeHne
BellecTso KOHLeHTpaums (ME/mn) (%)*
AckopbuHoBas 30 mr/an 189,7 0,31
Kucnota
FemMorno6uH 500 mr/an 195,4 -1,14
Bunupy6ux 40 mr/an 191,9 0,37
WHTpanunua 500 mr/an 193,5 -0,54
Tpurnvuepva 1000 mr/an 179,8 3,58
PeamaTonAHLI 180 ME/mn 183,7 0,41
dakTop
P AaHHble, y Ha pasHbIX Mpu6opax u 8

Pa3Hbix 1abopaTopusix MOryT OTINYaTLCS.

B oueHb peAKMX Clyyasix raMMonaTisi, B 4YacTHOCTU Tun IgM, Moxer
NPUBECTM K HEAOCTOBEPHbIM pesysibTaTam®.

® CpaBHeHWe MeTOAOB

ViccnepoBaHus KOppensiunu BbIMOJIHAIM C UCMO/b30BaHWEM OA0GPEHHOro
pykoBoactea CLSI EP09-A310. Cucrema Mindray (aHanusatop Mindray
BS-800M/peareHT Mindray ASO) (y) 6blna comoctaBneHa C CUCTEMOM
cpaBHeHus (aHanusaTop BECKMAN COULTER AU5800/peareHT BECKMAN
COULTER ASO) (X) € Mcrnonb3oBaHMeM OAMHAKOBbIX 06pa3LoB CbIBOPOTKM,
CraTucTieckme AaHHble, MoJyYeHHble IMHEeNHON perpeccueit, nokasaHbl B
Tabauue Huxe*:

v K. . Npo6a Owana3soH
perpeccun koppensuum (r) (N) sz:le;/f::;m"
= 1,0504x-21,041 0,9624 110 24,1-884,3
AaHHble, Ha pasHbix R

pasHbIX 1a6opaTopUSAX MOTYT OTANYATLCS.
WHTepnpeTauus pesynbraTos
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Ha pesynbTatbl MOryT BAMATb 3a60/1€BaHNSA WM SHAOrEHHblE BewlecTsa®.
Ecnu rpaduk peakuum OTKIOHSETCS OT HOPMaNbHOro, peKoMeHayetcs
NpOBECTU NOBTOPHbIN aHaNn3 U NPOBEPUTL pe3ynbTart.

Mpeny n Mepbl TOp ™

1. Tonbko Ana  AMarHocTMkM in  vitro. [Ans  npodeccuoHansHoro

NabopaTopHOro MpYMEHeHUs..

Heo6xoanmMo cobnioaaTe Mepbl NPeAOCTOPOXHOCTM NMpy paboTe co BCeMM

NnabopaTopHbIMM peareHTamm.

. Y6eauTech B LI€NOCTHOCTM YNakoBKM Nepes NCrosib3oBaHnem Habopa. He

ucnonb3yitTe Habopbl C MOBPEXAEHHOW YyNakoBkoW. WcknouuTte

BO3/EMCTBME Ha peareHTbl MPsIMOTO  COJIHEYHOTO CBETa U UX

3amopaxwuBaHue. [lpM  HecobNoAEHWM  COOTBETCTBYIOLWIMX  YCIOBUIA

XpaHeHUsi peareHToB NoJlydeHne KOPPeKTHbIX Pe3y/ibTaToB aHannsos He

rapaHTupyeTcs.

Ecnu peareHTbl 6bin HenpeaHaMepeHHO OTKPbITbl 10 MCMOJb30BaHNS,

XpaHuTe UX MIOTHO 3aKpbiTbiMM Npu  TemnepaType 2-8°C u

3alLMLLEHHBIMM OT CBETa. B 3TOM cnyyae ux cTabunbHOCTL He OTnYaeTcs

OT CTabWUNbLHOCTV NPU UCTONb30BaHUU.

He ponyckaiiTe cMelWBaHNs peareHToB U3 pasHbiX NapTUil U hrakoHoB.

He ncnonb3yiiTe peareHTbl NOCe UCTEYEHUS UX CPOKa FOAHOCTU W AaTbl

UCMonb30BaHNs. He AonyckaiiTe CMEINBAHUS CBEXMX PeareHToB C yxe

UCMOsIb3yeMbIMU.

WN36eraiiTe 06pasoBaHns NEHbI.

. CneayeT oXuaaTb noTepto CTabUNLHOCTM WK YXYALLEHWE KayecTsa npu

HaZMYMN BUAMMBIX MPU3HAKOB YTEUKM, BbINAAEHWS OCAAKOB MW pocTa

MUKPOOPraHM3MOB, @ Takxe eC/n KanubpoBka WM KOHTPOsbHbIE

MaTepuanbl He COOTBETCTBYIOT KPWUTEPUSM, YKa3aHHbIM B JMCTKe-

BKIaAbIWe W/unn ans cuctembl Mindray.

HajexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

HEeco6N10AeHNS MHCTPYKLNIA, NPUBEAEHHBIX B AAHHOM INCTKE-BKNAAbILE.

. COAepXMT KOHCepBaHT. 3anpelwaeTtca npornatbisats. MWsberaiite

KOHTaKTa C KOXeii 1 CIM3UCTbIMK 060N0uKaMM.

Mpw cnyJaiiHoM NonagaHuv peareHTa B rnasa AWM POTOBYIO MOJIOCTb, a

TakxKe Ha KOXY HeMeANeHHO 06WNbHO MPOMOiTE MopaxXeHHble y4acTku

60/1bINM KONMYECTBOM BOAbI. Mpn HEOBXOAMMOCTM 06paTUTeCh K Bpauy

ANS MONYYEHUA MEAULIMHCKOM NOMOLLK.

10.MacnopT 6e3onacHoCTV MaTepuana NpeaoCTaBnfeTcs NpodeccoHanbHOMy
nonb3oBaTeNio No 3anpocy.

11.YTunusaumns Bcex OTXOAOB AO/XHA MPOM3BOAUTLCS B COOTBETCTBUM C
MECTHBIMU NpaBuaaMu.
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12.Kanubpatop 6bin npoTecTMpoBaH C WCMONb30BaHWEM METOAOB C
mapkuposkoi CE, n ycTaHOBNEHO, YTO OH He pearupyeT Ha aHTuTena K
BWY v BI'C n HepeakTmseH aAns HBSAG. TeM He MeHee, NOCKONbKY HU OANH
METO/I TECTUPOBAHWS HE MOXET WCK/IOUUTL MOTEHUMANbHBIA PUCK
MHUUMPOBaHNS C aBCONIOTHOM 10CTOBEPHOCTBIO, C IaHHbIM MaTepUanom
cneayet obpalatbcs Kak ¢ 06pasuom nauueHTall,

13.Becb 4enoBeuyeckwit MaTepuan cneayer CcuuTaTb  MOTEHUMANbHO
VH(EKLMOHHBIM.

14.Bce BbiSBNEHHbIE PUCKW GbUIM CHWXEHbI HACTO/IbKO, HACKONIbKO 3TO
BO3MOXHO 6€3 HEraTUBHOTO BIMSIHUS HA COOTHOLLEHNE MOJIb3bl U PUCKa, U
06LUMi1 OCTATOUHBIN PUCK SIB/ISIETCS NPUEMTIEMbIM.

15.0 nwb6oM cepbesHOM WHUWAEHTe, MNpousoleaweM B CBA3N C 3TUM
YCTPOWACTBOM, Heo6x0AMMO coo6LLaTh NPOU3BOANTENIO N KOMMNETEHTHOMY
opraHy CTpaHbl, K KOTOPOV OTHOCKTCS NO/Ib30BATENb W/UN MaLMUEHT.

16.3T0T Habop COAEPXKUT KOMMOHEHTI, Knaccupuupyemble B COOTBETCTBUN
c PernamenToMm (EC) N2 1272/2008 cneayrowmm o6pasom:

Mpeaynpe>xxaeHne

H317 Mo>eT BbI3blBaTh aniepruyeckne peakumm Koxu.

Ha12 Oka3blBaeT BpeaHOe BO3Ae/iCTBME Ha BOAHbIE
OpraHu3Mbl C AIMTENbHBIM 3heKTOM.

NMpodunakmmka:

P280 HapeBpaiiTe 3alUuUTHbIE NEpPYaTKM U 3aLUWUTHYIO OAEXAY.

P261 W36eraiite BAbIXaHNS TyMaHa/napoB/aspo3onei.

P273 He ponyckaiite nonagaHus B OKpyXatoLlyo cpeay.

P272 He ponyckaiite nonaaaHuns 3apaxeHHoii paboyeit

oaexabl 3a npeaenbl pabouero Mecta.

Mepbl pearmpoBaHus:
P302+P352 MPY MOMNAJAHNMN HA KOXY: O61nbHO NpoMoiiTe BOAOWA.
TMpY BO3HMKHOBEHMM PasApaxXeHNs KOXWU AN Cbinun:

P333+P313 o
O6paTtuTech 3a KOHCyNbTaUMel/NOMOLWbI0 K Bpauy.
P3624P364 | CHYMMTE 33paXEHHYIO OAEKAY 1 MOCTUpaliTe ee neped
NOBTOPHbBIM CMONb30BaHUEM.
Yrunusaums:
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YTUnusnpyiTe coaepxuMoe/ KOHTeHEpP B paspelleHHbIX
P501 MecTax c6opa OnacHbIX WK CneLunanbHbIX 0TX0A0B
B_COOTBETCTBUM C Nt06bIMA MECTHLIMMU npaswiamu.
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