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Order Information
Cat. No. Location: MolglQkage size

105-000820-00 ‘ MOLDOVA EUROPEANA

105-000859-00
105-001595-00 R: 6x60 mL

Intended Purpose

In vitro test for the quantitative determination of Total Cholesterol (TC)
concentration in human serum and plasma on Mindray BS series chemistry
analyzers. It is intended to be used for risk prediction of cardiovascular
disease.

Summary'?

Cholesterol is synthesized ubiquitously throughout the body and is an
essential component of cell membranes and lipoprotein and a precursor for
the synthesis of steroid hormones and bile acids. 25-40% of the cholesterol
in the plasma is present as “free” (unesterified) cholesterol, the remaining
60-75% is esterified with unsaturated fatty acids (Cis and Cis fatty acids),
they are usually measured together as total cholesterol. Because of its low
water solubility, cholesterol is transported in the plasma exclusively as
complex with apolipoproteins, and most of the cholesterol is carried in the
low-density lipoprotein (LDL) fraction.

The level of the individual’s total cholesterol is used in screening early
atherosclerosis and monitoring the clinical effect of drugs or low-fat diet.
Assay Principle

Cholesterol oxidase- Peroxidase (CHOD-POD) method

Cholesterol ester + HO = Cholesterol + Fatty acid

CHO

Cholesterol + 0, =~——— Cholest-4-en-3-one + H,0,
POD

2H,0; + 4-Aminoantipyrine + TOOS =———— Quinoneimine + 4H,0
Cholesterol esters are cleaved by the action of cholesterol esterase (CHE) to
yield free cholesterol and fatty acids. The free cholesterol is then oxidized
with the aid of cholesterol oxidase (CHO) and consumption of oxygen, giving
rise to H20,. Catalyzed by peroxidase (POD), the HO: reacts with
4-aminophenazone and TOOS to form a quinoneimine chromogen. The
absorbency increase is directly proportional to the concentration of
cholesterol.
(TOOS: N-ethyl-N-(2-hydroxy-3-sulfopropyl)-m-toluidine sodium)
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C
Phosphate buffer 50 mmol/L
Magnesium sulfate 12.5 mmol/L
TOOS 0.6 mmol/L
R: 4-Aminoantipyrine 0.74 mmol/L
Cholesterol esterase >0.5 KU/L
Cholesterol oxidase >3 KU/L
Peroxidase >3 KU/L
Sodium azide 0.02%

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, lithium heparin or sodium heparin and 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.
m Sample Stability*
7 days at 15-25°C
7 days at 2-8°C
3 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.
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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-2000 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 505/700 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 3-5 min, 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 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.
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Quality control

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

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

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

Calculation

AA=(A2-A1) sample or calibrator.

C sample = (AA sample/AA calibrator) xC calibrator.

The BS series chemistry analyzer detects the change of absorbance(AA) and

calculates the TC concentration of each sample automatically after

calibration.

Conversion factor: mg/dL x 0.0259=mmol/L.

Dilution

If the value of sample exceeds 20.0 mmol/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
Desirable cholesterol level <5.2 mmol/L
Serum/Plasma Borderline high cholesterol 5.2-6.2 mmol/L
High cholesterol >6.2 mmol/L

The expected value is provided from reference, Mindray has verified it by
163 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 Total Cholesterol Kit has an analytical sensitivity of 0.1 mmol/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. It
is calculated as the value lying 3 standard deviations above that of the mean
from 20 replicates of an analyte-free sample.
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B Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 0.1-20.0 mmol/L

A high TC concentration sample (approximately 20.0 mmol/L) is mixed with
a low concentration sample (<0.1 mmol/L) at different ratios, generating a
series of dilutions. The TC concentration of each dilution is determined using
Mindray System, the linearity range is demonstrated with the correlation
coefficient r=0.990. The reportable range is 0.1-100.0 mmol/L.

B Precision

Precision was determined by following CLSI Approved Guideline EP05-A37,
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-2000 are
summarized below*.

Specimen Type Mean Rse:eatability ;NDithin-Lab
(N=80) (mmol/L) (mmot/t) V% (mmoiyy V%

Control Level 1 2.45 0.02 0.63 0.03 1.27

Control Level 2 4.79 0.03 0.62 0.06 1.32
Serum 1 2.00 0.02 0.83 0.05 2.56
Serum 2 5.06 0.03 0.62 0.04 0.81
Serum 3 6.72 0.03 0.48 0.06 0.82

*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.

. Interferent Analyte Relative
(mg/dL) (mmol/L) (%)*

Hemoglobin 500 3.85 +3.91
Intralipid 500 3.86 -0.54

*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-A3°. The Mindray System (Mindray BS-2000/Mindray TC Reagent) (y)
was compared with comparison system (Roche cobas c701/Roche TC
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 ient (r) (N) Range (mmol/L)
y=0.9945x+0.0892 0.9994 100 2.75-18.67

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

The results could be affected by drugs, disease, or endogenous
substances®10, 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.

. 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.

. 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.
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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.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.
References
1.Burtis CA, Ashwood ER, Bruns DE, eds. Tietz Textbook of Clinical
Chemistry and Molecular Diagnostics, 5th ed. Elsevier Saunders
2012;731-789.
2.Thomas L. Clinical Laboratory Diagnostics: Use and Assessment of Clinical
Laboratory Results. 1st ed. Frankfurt: TH-Books Verlagsgesellschaft 1998;
167-185.
3.McPherson RA, Pincus MR. Henry's Clinical Diagnosis and Management by
Laboratory Methods, 22nd ed. Elsevier Saunders 2007;227-248.
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.2:26pp.
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.Third Report of the National Cholesterol Education Program (NCEP) Expert
Panel on Detection, Evaluation, and Treatment of High Blood Cholesterol
in Adults (Adult Treatment Panel III): final report. Circulation 2002;
106:3143-3421.
7.CLSI. Evaluation of Precision of Quantitative Measurement Procedures;
Approved Guideline-Third Edition. CLSI document EP0O5-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2014.
8.Bakker AJ, Mucke M. Gammopathy interference in clinical chemistry
assays: mechanisms, detection and prevention. Clin Chem Lab Med,
2007,45(9):1240-1243.
9.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.
10.Young DS. Effects of Drugs on Clinical Laboratory Tests, Sth ed.
Washington, DC: AACC Press; 2000:3-182,3-206.

2024-04, English 1-7 P/N: 046-024158-00 (3.0)



TC mindray

Graphical symbols

Ce.. (3] o

In Vitro Diagnostic Unique device European ConsultInstructions  Use-by

medical device identifier Conformity For use date

Ec [Rep| [LOT] j’ u

Authorized representative in
uthorized representati .e Batch Code er:
the European Community limit

Temperature Catalogue
Manufacturer number

Al
;o{__
[ ]
Keep away from sunlight
Indicates a medical device that needs protection from light sources

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights
Reserved
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Address: Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, Shenzhen, 518057, P. R. China
E-mail Address: service@mindray.com
Website: www.mindray.com
Tel: +86-755-81888998; Fax: +86-755-26582680
EC-Representative: Shanghai International Holding Corp.
GmbH(Europe)
Address: EiffestraBe 80, Hamburg 20537, Germany
Tel: 0049-40-2513175; Fax:0049-40-255726
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Ha6op ans obwero PUHa, c €
xonecrep P 0123
op Ans ogop
N2 kar. Pa3mMep ynakoBku
105-000820-00 R: 4x40 mn
105-000859-00 R: 6x40 mn
105-001595-00 R: 6x60 mn

LieneBoe Ha3HaueHue
AHanus in vitro ANs KONWYEeCTBEHHOro onpeaesieHnsa KOHUeHTpaumn oﬁluero
xonectepuHa (TC) B CbIBOPOTKE W nNnasMe KpOBM YenoBeka Ha
B6uoxmnmmnuecknx aHanusatopax Mindray cepum BS. OH npesHasHaueH ans
NPOrHO3MpoBaHus pucka BO3HWKHOBEHUSA CcepAe4yHo-CcoCyaucTbIX
3a6onesaHuit.
KpaTtkas cnpaBka'?
XOﬂeCreDVlH CUHTE3MPYETCA BO BCEM OpraHmsMe U SsBNSETCS BaXHbIM
KOMMOHEHTOM KETOYHbIX MeMspaH n NMNoNpoTeNHOB, a TaKkxe
NPeKypcopoM CUHTE3a CTEPOMAHBIX FOPMOHOB W XENYHbIX KUCIOT. 25-40%
XOnectepuHa  MPUCYTCTBYIOT B MnasMe B  BuAe  «CBOGOAHOro»
(HeaTepndMLIMPOBAHHOMO) XONecTepuHa, oCTaslbHble 60-75% 3TepuduLMpoBaHbI
HEHACBILEHHBIMW XUPHBIMM KUCIOTaMU (KMPHbIMM kucnoTamu Cis U Cis).
Kak npaBuio, oHW M3MepstoTcs BMecTe Kak o6luii xonectepu. Beuay
cnaboit pacTBOPMMOCTM B BOAE XOJIECTEpPUH TPaHCMOPTUpyeTCs B niasme
UCK/IOUMTENIbHO B BMAE KOMM/eKca C anosunonpoTeMHamu, U Gonblias
YacTb XOJecTepuHa MepeHocuTCs BO (PaKuWM NMMONPOTENHOB HU3KOM
nnoTHocTu (JIMHM).
YpoBeHb obliero xonectepuHa WCMOsb3yeTCs MpU AMArHOCTMKE paHHero
aTepockiepo3a M KOHTPONA KJMHWYECKOro BO3AENCTBMS MpenapaTtos Wiu
AVETbI C HU3KUM COAEPKAHWEM XWPOB.
MpuHUMN aHanusa
Peakuus c xonectepuHokcnaasoii- nepokcnaasoi (CHOD-POD)
CHE
Sup xonectepuHa + Ho0 = X0NecTepuH + XUpHas KUCNoTa
CHO
XonectepuH + 0 = XonecT-4-eH-3-0H + H,0
POD (nepokcupasa)
2H,0; + 4-amuHoaHTMNUpuH+ TOOS === XUHOHUMMH + 4H,0
Dupsl XoNeCTepuHa paciLennsioTcs NoA AeHCTBUEM XONeCTepUHICTepasb!
(CHE) c o6pa3oBaHneM cBO60AHOrO XONECTEPUHA W XKUPHBIX KUCNOT. 3aTeM
CBOGO/HbIN _XONECTEPUH OKWUC/ISIETCS! C MOMOLLBIO XONIECTEPUHOKCHAA3bI
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(CHO) 1 pacxoaa kucnopoaa ¢ o6pasoBaruem H20z2. H202, kKatanusupyembiit
nepokcuaasoit (POD), BCTynaeT B peakuuto ¢ 4-ammHodeHasoHom u TOOS ¢
o6pasoBaHMeM XMHOHMMWHOBOIO XpoMOreHa. YBenuyenue abcopbLMOHHOR
CcrnocobHoCTH NpAMO NPONOPUMOHANbHO KOHUEHTpauuu xonecrepuHa.
(TOOS: N-3T1n-N-(2-ruapokcu-3-cynbGonponun)-m-TonyuanH Hatpus
PeareHTbl u Tbl

®ocdaTHblii Bydep 50 mmonb/n
Cynbdat maruums 12,5 mmonb/n
TOOS 0,6 mmMonb/n
4-aMUHOAHTUMUPUH 0,74 mmonb/n
XonecrepuHacTepasa > 0,5 kEa./n
XonecrepuHokcuaasa > 3 kEa./n
MNepokcnpasa > 3 kEa./n
A3ua HaTpus 0,02%

XpaHeHue u cTabunbHOCTb
Wcnonb3oBaTh A0 UCTEYEHUS CpOKa roagHoCTH, yKasaHHOro Ha 3TUKeTKe, Npu
XpaHeHun B HepacneyaTtaHHOM Buae npu 2-8°C B 3alUMILEHHOM OT cBeTa
MecTe.
Mpy MCroNb30BaHNMM B aHanM3aTope peareHTbl CTabunibHbl B TeueHue
28 CyTOK NPy XpaHEHUM B OXNAX/IAEHHOM COCTOSIHWM Ha aHannsaTtope.
Heo6xoanmo nsberaTb 3arpsasHeHmns.
He 3amMopaxwuBaiiTe peareHT.
OT60p 1 noaroToBka o6pasuos
® Tunbl o6pasuoB
CblBOpOTKa, NiasMa C MUTUIi-renapmHoM Unn HaTpuit-renapuHom n K>-34TA
MOXHO MCMOb30BaTL B KayecTse npob.
® lMoaroToBka NepeA aHaNM3oM
1.Heo6x0AMMO 1CMO/b30BaTL NOAXOASLUNE NPOBUPKN WU KOHTEIHepb! Ans
c6opa npo6 M CneaoBaTb MHCTPYKUMSIM UM3roToBuTens; usberatb
BO3/€CTBMA MaTepuanos NPo6bMPOK MK APYrX KOHTeHepos ans cbopa
npo6.
2.Mpo6bl, coaepxalume 0canok, Nepes nposeaeHUeM aHannsa HeobxoanuMo
UeHTpUdyrmposaTs.
3.06pasubl nocne cbopa W npeaBapuTenbHOi 06paboTku  cneayeT
npoaHann3MpoBaTh Kak MOXHO CKOpee.
B CTtabunbHOCTb NPo6bI*
7 AHel npn 15-25°C
7 AHel npu 2-8°C
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3 mecsiua npm (-25)-(-15)°C
Ana 6onee ANUTENbHOrO XpaHeHusi Npobbl HEO6X0AMMO 3aMOpPO3UTbL MpU
Temnepatype (-20°C)5. Tpe6oBaHWsi K CTabwuibHOCTM 06pasuos 6biin
YCTaHOBNEHbl M3roToBUTENEM VI/VII'IVI OCHOBaHbl Ha 3TanoHax, Kaxaas
naﬁopaTopMﬂ AOMKHa yCTaHaBnIuBaTb CBOW CO6CTBEHHbIE Kputepumn
cTabunbHOCTM 06pasLoB.
MoaroToska peareHToB
R — roToB K MCMONb30BaHMIO.
BbinonHsiiTe nnaHoBoe TexXHUYeckoe 0601y)KVIEaHVIe n CTaHaapTHble
onepauuvn, Bkn4as KaﬂMspOEKy W aHann3 CUCTeMmbl, 4TO6bI rapaHTMpoBsaTb
paboToCnoCco6HOCTb aHANUTUYECKO CUCTEMbI.
Heo6xoanmblie MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B
Ha6ope
1.06bluHble nabopaTopHble MaTepuansl: Pactsop NaCl B KOHUeHTpauuu
9 r/n (cbmsnonornyeckmnii pactTeop), ANCTUIIMPOBaHHas/ AeVOHN30BaHHas
BoAa.
2.Kanunbpatop n KoHTponb: O3HaKOMbTeCb C pasfiesloM WMHCTPYKUMU MO
NpUMEHeHNIo peareHToB «Kanubposka W KOHTPO/b KauecTsax.
3.Xumnyeckne aHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyaosaHue o6LEero HasHaYeHUs.
MeToanka KONMYECTBEHHOrO aHanusa
XnMUyeckue aHanmsatopbl

MapameTpbl BS-2000
Tun aHanusa MeToA KOHEYHOMN TOYKM
(nepﬂq:::/?rg::lw—laa) 505/700 Hm
Hanpasnenue peakumn YBenuuenune
R 200 mkn

CMelwuaiiTe, HKY6UpY#Te npn 37°C B TeyeHne 1-2 MUH, onpeaenute
nornowenue Al, 3atem go6asbTe:
Mpo6a wnn kanubpatop 2 MKn
TwaTenbHo nepemellaiite, MHKy6upyiite npu 37°C B TedeHne 3-5 MUH,
onpeaenute nornotleHne A2,
3ateM paccuuTaiTe AA=(A2-Al)
MapaMeTpbl MOTYT OTNIMYATLCS Ha PasHbIX XMMUUYECKUX aHanu3aTopax, npu
HEO6X0AMMOCTM  UX MOXHO MPOMOPUMOHaNbHO KOPPeKTUpoBaTh. [ns
XUMUYECKUX aHanusatopos Mindray cepuu BS napameTpbl Ans peareHToB
NpeaocTaBnsioTCs Mo 3anpocy. O6patMTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCAAyaTalun 3TUX aHann3aTopos.
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Kanu6poska

1.PekomeHayeTca ucnonb3oBath kanubpatop Mindray (CblBOPOTOUHbIA
mynbTukanubpatop:  105-001144-00 wnu  gpyrme  noaxoasiime
kannbpatopsi) u 9 r/n NaCl (hu3pacTsop) Ans ABYXTOUEHHOI KannbpoBKy.
MHdopmaumio o npocnexusaeMocTyt CbiIBOPOTOUHOrO My bTUKannubpaTopa
Mindray cMm. B MHCTPYKUMM MO WMCMONb30BaHWMIO KanubpaTopa KoMnaHwn
Mindray.

2.YactoTta kannbposkmn
Kanu6poska xumuueckunx aHanusatopos BS-2000 crabunbHa B TeueHue
npubnusutensHo 28 cyTok. [ns pasHbix NpubopoB  CTabwibHOCTbL
KannbpoBKM MOXET OTuuyaThCs; Kaxaoih nabopatopuu cneayet
YCTaHOBUTL YacToTy Kanubposku B NapaMeTpax Npu6opa B COOTBETCTBUN
CO CBOMM PEXVMOM MCMNO/b30BaHUs.

MoxeT noHano6uTbCs MoBTOpHast kanubpoBka NpPU  BO3HWUKHOBEHWN

cneayWwmnx o6CToATeNbCTB:

« Tpy M3MeHeHUn NapTUm peareHTa.

« CornacHo Tpe6oBaHWIO COBn0AAEMbIX MPOLEAYP KOHTPOns kadyecTsa
UMW MpW  BbIXOAE 3HAYEHWH AN KOHMTPOJbHOTO MaTepuana 3a
AONyCTUMble npeaensl.

o Mpu  BLINONHEHUM  KOHKPETHOW MpoueAypbl MO TeXHUYEcKoMy
06CNYXMBAHMIO WIM  YCTPAHEHMIO HENCNPaBHOCTU  GHUOXMMUYECKMX
aHanM3aTopos.

3.3HaueHns Ans kanubpaTtopa 3aBUCST OT MapTUM C COOTBETCTBYIOLUMMM
MOAENAMY, YKa3aHHbIMW B Tabnuue 3HaueHuii.

KoHTponb kavectBa

1.PekoMeHayeTCs  MCMONb30BaTb  KOHTPONbHbLIA — MaTepuan  Mindray
(KNMHMKO-XMMUYECKMIA MyNbTUKOHTPONb: 105-009119-00, 105-009120-00
UNW  APYroii MOAXOASIUMIA KOHTPONbHbIA MaTepuan) AN NpoBepku
3 heKTUBHOCT  MpOUEeAYpbl  M3MEPEeHUsi;  [OMOSHUTENILHO — MOXHO
MCMO/b30BaTL ApYrue NoAXOASIUME KOHTPOSbHbIE MaTepuansbl..

2.PeKoMeHAYyeTCA NCMob30BaTh ABA YPOBHA KOHTPO/bHbIX MaTepuanos ans
aHanMsa kaxaoit napTum npo6. Kpome TOro, KOHTPOSbHbIA MaTepuan

CneayeT aHanM3MpoBaTh ANs KaXAOM HOBOW KannbpoBKM, Kaxaoro HOBOro

KapTpuaXa C peareHTaMu W Mocae OMpeAeneHHoro TeXHUYEeckoro

06C/YyXMBaHNS UNN YCTPaHEHUS HEUCNIPaBHOCTel, kak NoApo6HO onucaHo

B COOTBETCTBYIOUIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMbI.

3.B kaxaoi naGopaTopun cneayeT YCTaHOBUTb COGCTBEHHYK CXemy
KOHTPONS KauecTBa M NOPSAOK BbIMNOSHEHNS KOPPEKTUPYIOWNX ASCTBUIA,
€CN KOHTPONbHble MaTepuanibl He BOCCTaHaBNMBAIOTCS B npeaenax
[AONYCTUMBIX OTKNOHEHWIA.
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Pacuer

AA=(A2-A1) obpasua unu kanubparopa.

Mpo6a C = (AA npo6bl/AA kanubpaTopa)x kanubpatop C

Xumnyecknii aHanusatop cepuu BS onpeaensieT usMeHeHue NOrmouwleHns
(AA) 1 aBTOMATUYECKN pacCyMTbIBAET KOHLeHTpaumio TC ans Kaxaoi npobl
nocne Kanuéposku.

KoaddurumeHT nepecyeta: mr/an x 0,0259 = mmonb/n.

Passenenune

Ecnu 3Hayenve npobbl npesbiwaer 20,0 MMonb/n, npoby Heo6xoAuMO
passectn pactsopoMm NaCl B koHueHTpauuu 9 r/n (puspactsopom)
(Hanpumep, 1+4) ¥ nNOBTOPUTL aHanW3; MOMYYeHHbI pesynbTaT
YMHOXaeTcs Ha 5.

PacueTHble 3HaueHunn®

Twun npo6bi EAaviHMUDBI

TpebyeMmblit ypoBeHb
xonectepuHa
MorpaHnyHbIi BbICOKUI
YPOBEHb X0necTepuHa
BbICOKMiA ypoBeHb
xonecrepuHa
Oxwnaaemoe 3HaueHWe MosTyyeHo NpU UCMONb30BaHUM 3TanoHa, KOMMaHus
Mindray noaTteepanna ero Ha 163 npobax CbIBOPOTKW, B3STbIX Y Ni0AeH U3

Kutas.

Kaxaas na6opaTopus AOMKHA  YCTAHOBMTb  CBOM  COGCTBEHHblE
pedepeHcHble  MHTepBanbl B 3aBUCMMOCTM  OT €€  KOHKPETHOro
pacnonoXeHns M MOMYNAUMOHHBIX  XapaKTepUCTUK,  MOCKONbKY
npeAnonaraeMble 3Ha4eHUs MOryT OTMYATLCS B 3aBUCMMOCTM OT reorpadum,
pacel, nofia 1 BospacTa.

Pa6oune xapaKTepucTukm

B AHanMTHYeckas YyBCTBMTENIbHOCTb

AHanuTMueckas 4yBCTBUTENbHOCTb Habop Ans onpeaeneHns obuero
XonectepuHa Ha aHanusatope BS-2000 cocraBnsier 0,1 MMOnb/n.
AHanuTMyeckas UyBCTBUTENbHOCTb  OMP TCA  Kak
KOHUEHTpaUMs aHanuTa, Mo KOTOPO/ MOXHO OTAMuMTL obpaseu, He
coaepxalmit 3ToT aHanuT. OHa paccuuTbiBaeTCsl Kak 3HauyeHue, Ha 3
CTaHAApTHbLIX OTKIOHEHMS NP cpenHee , NonyyYeHHoe
13 20 MOBTOPHLIX aHanM30B MPo6bl, HE COAEPXALUero aHanusMpyemoro
BelecTsa.

< 5,2 mmonb/n
CbiBOpOoTKa/nnasma 5,2-6,2 MmMonb/n

> 6,2 MMONb/N
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B /lnanasoH nsMepeHuin
Cuctembl Mindray cepun BS ob6ecneuuBaloT cneaylowmii  ananasoH
JIMHeNHOCTH:

Tun npo6bi

CbiBOpOTKa/nnasma 0,1-20,0 mmonb/n

Cmewaiite npoby c BbICOKOW KOHUeHTpaumeir TC (npubnusutensHo
20,0 mmonb/n) ¢ npoboi € HU3KOW KOHUeHTpauwuen (< 0,1 mmonb/n) B
pasHbIX COOTHOLWIEHMSX ANS MONyYeHUs Cepumn passefieHuii. KoHueHTpauus
TC Kaxaoro pasBefeHVs OnpeAensieTcs C MOMOWbI0 cucTeMbl Mindray,
JINHENHOCTb AeMOHCTpUpYeTcsa ¢ Ko3dduumeHToM koppensumm r = 0,990.
Pernctpupyembliii ananasoH coctasnset 0,1-100,0 Mmmonb/n.

B [peunsnoHHOCTb

MPeumn3noHHOCTb OnpeAensnacs C MOMOWbIO CeAyioLero 0A06peHHoro
CLSI pykoBoacTsa EP05-A37, kaxaas npoba aHanmanposanach no 2 pasa 3a
0AHy o6paboTky, 2 o6paboTku B cyTku, Bcero 20 cyToK. [laHHble
NPELUM3MOHHOCTM KOHTPO/bHBIX MaTepuancs M Yenoseyeckux npob Ha
BS-2000 npuseseHbl Huxke*.

Tun o6pasuoB CpeaHee

(N=80)  (mmonb/n)  SP o o SP v
(mmonb/n) (mmonb/n)
Kormponsteli 5 45 0,02 063 0,03 1,27
ypoBeHb 1
KowTponshbil 4 5g 0,03 062 0,06 1,32
YPOBEHb 2
CbiBOpoTKa 1 2,00 0,02 0,83 0,05 2,56
CbiBOpOTKa 2 5,06 0,03 0,62 0,04 0,81
CbiBOpOTKa 3 6,72 0,03 0,48 0,06 0,82

*Pernpe3eHTaTuBHbIe AaHHbIE, Pe3y/bTathl, MoyYeHHbIe Ha PasHbiX rMpuéopax 1 B
Pa3HbIX 1a6opaTopusX MOryT OTINYATLCS.

B AHanuTMueckas cneunduyHoCTb

Mpobbl C pasnuuHOil KOHUEHTpauueil WHTepdepupylolero BellecTsa
roToBMIM NyTeM A06aBNEHMA MELLAIOLWLEro BeLecTsa K Ny1aM Yenoseyeckoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAUMMOTO MELaloWero BO3AENCTBUS CUNTANOCh
BOCCTaHOBNEeHWe B npeaenax £ 10% OT COOTBETCTBYIOLEr0 KOHTPOSbHOMO
3HaUEHNs!.

He HabnwoAanu 3HaunMOro MeLalolWero BO3AEHCTBUA yKasaHHbIX Aanee
BEWeCTs MpU MCCNEA0BaHUAX BMECTe C HUMM C MCMO/b30BaHWEM AaHHOM
MeToaonorun. laHHble UCCNeaoBaHns MelaLwmnx Matepmanos Ha BS-2000
NpUBEeAEHbI HMXeE.
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Tpauua OTHOCK

Mewarowee
ewecTso KOHUEHTpaums
Bew (mr/an) (MMonb/n) (%) *
Femorno6bunH 500 3,85 +3,91
WHTpanunua 500 3,86 -0,54

*Perpe3eHTaTHBHbIE AGHHBIE, PE3YNbTaTb, NOTyYeHHbIE Ha PasHbiX MpuEopax u B
pasHbIX 1a60PATOPUSIX MOTYT OT/MYETEC.

B oueHb peaKMX Cydyasx raMMonaTvsi, B 4acTHOCTW Tun IgM, moxer
NPUBECTM K HEHAXKHBIM pe3ynbTatams,

u CpaBHeHWe MeTof0B

ViccneioBaHus KOpPeNsiuMm BbINOMHSMICE C UCTONb30BaHMeM PykoBoACTBa
EP09-A3, yTtBepxaeHHoro CLSI®. Cuctema Mindray (ananusatop Mindray
BS-2000/peareHT Mindray TC) (y) 6bina conoctaBneHa C CUCTEMOi
cpaBHeHus (aHanusatop Roche cobas c701/peareHt Roche TC) (x) ¢
MCMONb30BAHMEM OAMHAKOBbIX O06pasLOB ChIBOPOTKM. CTaTucTUyeckue
AaHHble, NMoJTyYeHHble JIMHEeHOM perpeccueii, NokasaHbl B Tabnuue Huxe*:

: K ! Mpo6a Koﬂ:::: 50::""
perpeccun Koppensauum (r) (N) (MM°":7")
Y = 0,9945x+0,0892 0,9994 100 2,75-18,67

*PenpeseHTaTuBHbIE AaHHbIE, Pe3yNbTatbl, MoMy4eHHble Ha pasHbIX MPUGopax u &

Pa3HblX 1a6opaTopusix MOryT OTINYATLCS.

WHTepnpetaumsa pesynbtaTtoB

Ha pesynbTaTbl MOryT BAMSTL NIeKapCTBEHHbIE CPEACTBA, 3a60/1eBaHNUS WN

3HAoreHHble BelecTsa®0. Ecnn rpadvk peakuuu OTKIOHseTcs oT

HOPMa/IbHOMO, PEKOMEHAyeTCs MPOBECTU NOBTOPHbIN aHaNn3 1 NpoBepUTL

pesyneTar.

Mpenynp U Mepbl Np: TOp ™

1. Tonbko AnNs  AvarHoCTMkM in  vitro. [Ansa  npodeccroHanbHoro

NabopaTopHOro NpUMEHEHNS.

Heo6xo0anMo cobnioaaTe Mepbl NPeA0CTOPOXHOCTM NpU paboTe co Bcemm

NabopaTopHLIMIA peareHTamm.

. Y6eauTech B LIENOCTHOCTM YNaKOBKY Nepea UCroNb3oBaHueM Habopa. He
ncnonb3yiiTe Habopbl C MOBPEeXAEHHOW ynakoBkoit. Wckouute
BO3/1E/ICTBME Ha peareHTbl MPSIMOTO  COMHEYHOro CBETa M UX
3amopaxusaHue. Tpu  Heco6/lofeHMN COOTBETCTBYIOWNX  YCIIOBUIA
XPaHEHMs! PEareHToB Mosy4eHne KOPPEKTHbIX PE3yNbTaTOB aHanM30B He
rapaHTMpyetcs.

™

w
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Ecnu peareHTbl 6bi1M HenpeaHaMEepPeHHO OTKPbITbl A0 WCMONb30BaHUS,
XpaHUTe UX MNOTHO 3aKpbITbiMM  Mpu  TemnepaType 2-8°C u
3alMLEeHHbIMK OT CBEeTa. B sTomM cny4vae ux CcTabunbHOCTb He OTNInYaeTcs
OT cTabunbHOCTU NpwY NCNOJTb30BaHUU.

He uonchaVlTe CMelunBaHNA peareHToB U3 pasHbIX ﬂapTMﬂ n d)ﬂaKOHOE.

He Mcnonhsyﬁne peareHTbl NOC1e UCTe4eHns nx Cpoka rogHocT v Aatbl

ncnonb3oBaHus. He uonchaPlTe CMeLlIMBaHUA CBEXNX peareHToB C yxe

NCNoNb3yeMbIiMn.

WN3b6eraiiTe 06pasoBaHns NeHbI.

. CnepyeT oxuaaTb noTepio CTabunbHOCTU UMK yXyALIEHWe KayecTsa npu
Hann4ymm BMAUMBIX NPU3HAKOB YyTEYKW, BbiNaAEHMA O0CaaKOB uUNu pocTta
MUKPOOPraHu3MoB, a TaKxe ecnu Kaﬂl’lﬁpOEKa W  KOHTPOJ/ibHbIE
maTtepuansl He COOTBETCTBYIOT KpuUTepusam, YKasaHHbIM B
NUCTKe-BKaabiWwe u/unm ans cuctemsl Mindray.

HapexHocTb pe3ynbTaToB aHann3a He rapaHTMpyetca B Clyyae
HECO6I|IO[JEHVIH VIHCTpVKLWIﬁ, NpuBeAEHHbIX B AaHHOM JINCTKEe-BKNaablwe.

. 3anpeuwlaetca npornatbiBaTb. W36eraiiTe KOHTakTa C KOXel w

CNUBUCTBIMK 0605104 KaMU.

Mpw cnyyaiiHoM NonaaaHnv peareHTa B rnasa UAW POTOBYIO MONOCTb, @

TalKe Ha KOXY HeMeANeHHO 06WIbHO MPOMOiTe MopaXeHHble y4acTku

60/1bINM KONMYECTBOM BOAbI. Mpn HEO6X0AMMOCTM obpaTuTech K Bpauy

ANSA MONYYEHUS MEAVLMHCKOM NOMOWM.

10.MacnopT 6e30nacHoCTy MaTepuana NpeaoCTaBnseTcs NpodeccuoHanbHoMy
nonb3oBaTesNio Mo 3anpocy.

11.YTUnusaumns Bcex OTXOAOB AOJ/KHA MPOM3BOAMTHLCS B COOTBETCTBMM C
MECTHbIMM MpaBuiamMu.

12.Becb 4enoBeyeckwit MaTepuan CreayeT CuuTaTb  MOTeHUManbHO
NHDEKLMOHHBIM.

13.Bce BbisIBNIEHHbIE PUCKM BbUIM CHIXKEHbI HACTONbKO, HACKO/bKO 3TO
BO3MOXHO 6€3 HEeraTMBHOTO B/IMSIHMS Ha COOTHOLLEHNE MONb3bl U pUCKa, 1
06LWWit OCTATOUHBbI PUCK ABNAETCA NPUEMIEMBIM.

14.0 nto6oM CepbesHOM MHUMAEHTE, MPOM3OWeAWeM B CBS3U C 3TUM
YCTPOIACTBOM, HEO6X0ANMO cOO6LATL MPOU3BOAMTENIO U KOMMNETEHTHOMY
opraHy CTpaHbl, K KOTOPOi OTHOCUTCS MO/Ib30BaTeNb W/ UMW NaLMEHT.
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Keep away from sunlight
Indicates a medical device that needs protection from light sources
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