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105-004611-00 R1: 4x58 mL + R2: 2x42 mL

Intended Purpose

In vitro test for the quantitative determination of LDL-Cholesterol (LDL-C)
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®*

Low Density Lipoproteins (LDL) play an key role in causing and influencing
the progression of atherosclerosis, and in particular, coronary sclerosis.
The LDLs are derived from VLDLs (Very Low Density Lipoproteins) rich in
triglycerides by the action of various lipolytic enzymes and are synthesized
in the liver. The elimination of LDL from plasma takes place mainly by liver
parenchymal cells via specific LDL receptors. Elevated LDL concentrations in
blood and an increase in their residence time coupled with an increase in the
biological modification rate results in the destruction of the endothelial
function and a higher LDL-cholesterol uptake in the monocyte/macrophage
system as well as by smooth muscle cells in vessel walls. The majority of
cholesterol stored in atherosclerotic plaques originates from LDL.

Elevated LDL concentrations are causally implicated in the development of
atherosclerosis. LDL-cholesterol is therefore an important risk determinant,
along with HDL cholesterol, in identifying persons with increased coronary
risk.

Assay Principle

Direct method CHE + CHO.

(1) HDL, VLDL, CM==—=——=-=Cholestenone + H,0,

POD
2H;0; =<—— 2H.0+ 0
CHE + CHO
(2) LDL-C =< Cholestenone + H;0:

H202 +TOOS + 4-aminoantipyrine PO#D Quinonimine
In the first step of the reaction, the LDL is selectively protected while HDL,
VLDL, Chylomicrons (CM) are treated by enzymes. In the second step, LDL
is released, and LDL-C is selectively measured by the cholesterol enzymatic
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chromogenic reaction. LDL-C is converted to cholestenone and H,O: by
cholesterol esterase (CHE) and cholesterol oxidase (CHO). Catalyzed by
peroxidase (POD), the H,O> reacts with 4-aminophenazone and TOOS to
form a quinone imine chromogen. The absorbency increase is directly
proportional to the concentration of LDL-C.
(TOOS: N-ethyl-N-(2-hydroxy-3-sulfopropyl)-m-toluidine sodium)

C

MOPSO 10.464 g/L
Ascorbate oxidase >1000 U/L
Cholesterol esterase (CHE) >1000 U/L
R1: Cholesterol oxidase (CHO) >1000 U/L
Peroxidase (POD) >2000 U/L
TOOS 0.3 g/L
Sodium azide 0.05%
MOPSO 10.464 g/L
R2: 4-Aminoantipyrine 0.5¢/L
Sodium azide 0.095%

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 and K>-EDTA plasma are suitable for samples.
®m 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>
1 day at 15-25°C
7 days at 2-8°C
3 months at (-25)-(-15)°C
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For longer storage periods, samples should be frozen at (-20°C)é. Sample

stability claims were established by manufacturer and/or based upon

references, each laboratory should establish its own sample stability criteria.

Reagent Preparation

R1 and R2 are ready to use.

Please perform scheduled maintenance and standard operation including

calibration and analysis to assure the performance of measurement system.

Materials required but not provided

1.General laboratory materials: NaCl solution 9 g/L (saline),
distilled/deionized water.

2.Calibrator and Control: Please check the section of reagent instruction of
Calibration and Quality Control.

3.Mindray BS series chemistry analyzers and General laboratory equipment.

Assay procedure

Parameters Item BS-2800M chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 605/700 nm
Reaction direction Increase
R1 150 pL
Sample or Calibrator 2L
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, read the absorbance A2,
Then calculate AA=(A2-Al)
Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray Calibrator (Lipids Calibrator:
105-001128-00 or other suitable calibrators) and 9 g/L NaCl (saline) for
two-point calibration. Traceability of the Lipids Calibrator can refer to the
calibrator instructions for use of Mindray Company.
2.Calibration frequency
Calibration is stable for approximately 28 days in BS-2800M 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

1.1t 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 LDL-C concentration of each sample automatically after

calibration.

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

Dilution

If the value of sample exceeds 20 mmol/L, the sample should be diluted with

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

multiplied by 4.

Expected values’

Sample Type Units
Optimal <2.59 mmol/L
Near optimal/above optimal 2.59-3.34 mmol/L
Serum/Plasma Borderline High 3.37-4.12 mmol/L
High 4.14-4.89 mmol/L
Very High 2 4.92 mmol/L
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The expected value is provided from reference, and 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
® Analytical Sensitivity
The LDL-Cholesterol Kit has an analytical sensitivity of 0.05 mmol/L on
BS-2800M. 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 0.05-20 mmol/L

A high LDL-C concentration sample (approximately 20 mmol/L) is mixed
with a low concentration sample (<0.05 mmol/L) at different ratios,
generating a series of dilutions. The LDL-C 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 0.05-80mmol/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 and human samples on BS-2800M are
summarized below*.

Specimen Type Mean Rse:eatability :Il)ithin-Lab
(N=80) (mmol/L) (mmol/L) CV % (mmol/L) CcV %

Control Level 1 1.26 0.01 0.54 0.01 0.77

Control Level 2 2.58 0.01 0.43 0.02 0.65
Serum 1 1.93 0.01 0.37 0.01 0.77
Serum 2 3.19 0.02 0.53 0.05 1.55
Serum 3 5.11 0.02 0.37 0.03 0.62

*Representative data, results in different instruments, laboratories may vary.
®m Analytical Specificity
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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-2800M are summarized below*.

Interfering rInterfe:aetri\:n . A\nalyrtaeticm '!Iel_ahye
Substance (mg/dL) (mmol/L) (%)*
Ascorbic acid 30 2.92 +0.41
Hemoglobin 300 2.94 +1.80
Intralipid 300 3.01 -1.26

*Representative data, results in different instruments, laboratories may vary.
N-Acetylcysteine that is frequently used as an antidote to Acetaminophen
intoxication may cause falsely low results independently.

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-2800M/Mindray LDL-C
Reagent) (y) was compared with comparison system (Mindray
BS-2000/Mindray LDL-C 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
i Coefficient (r) (N) Range (mmol/L)
y=0.9904x+0.0193 0.9998 108 0.79-19.23

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

Result interpretation

The results could be affected by drugs, disease, or endogenous

substances® 11, 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.

3. Please confirm the integrity of the package before use. Do not use the
kits with damaged packages. The reagents avoid direct exposure to
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sunlight and freezing. The results cant 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.

IN

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.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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Keep away from sunlight
Indicates a medical device that needs protection from light sources

2024-04, English 1-8 P/N: 046-024236-00 (3.0)



LDL-C mindray

© 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

2024-04, English 1-9 P/N: 046-024236-00 (3.0)



LDL-C mindray

Ha6op ans onpepenenus xonecrepmHa-JINHM, c E
npsMoe onpeaenexne 0123

¢dop Ans odop
N2 kar. Pasmep ynakoBku
105-000836-00 R1: 1x40 mn + R2: 1x14 mn
105-000875-00 R1: 4x40 mn + R2: 2x28 mn
105-004611-00 R1: 4x58 mn + R2: 2x42 mn

LieneBoe Ha3HaueHue
AHanus in vitro ANA  KONM4YeCTBEHHOro onpeaeneHns KoHueHTpauuu
xonectepvHa JIMHM (LDL-C) B cbiBOPOTKE W MnasMe uYenoseka Ha
XUMUYecKkMX aHanusatopax Mindray cepuv BS. OH npegHasHadeH ans
MPOrHO31PoOBaHMs pUCKa BO3HMKHOBEHWUS CEpAEYHO-COCY ANCTbIX 3aboneBaHuii.
KpaTtkas cnpaBka'™*
JIMNoNpoTenHbl HM3KOW nnoTHocTu (JIMHM) wrpaloT Kloyesyld ponb B
BO3HMKHOBEHUM W NPOrpeccMpoBaHnUM aTepocksepo3a W, B Y4acTHOCTU,
KOpOHapock/ieposa.
JINHMN o6pa3ytoTcst 13 JINOHM (1MNONPOTEMHOB OY€Hb HU3KOM MNOTHOCTU),
6oraTbix TPUrMUEPUAAMM 38 CYET AENCTBUA PasINUHbIX MNOAUTUYECKMX
(hEepMEHTOB, U CUHTE3UpYOTCA B neyeHw. Yaanewue JIMHM u3 nnasmbl
OCYWeCTBNSETCA NPeNMyLLECTBEHHO NapeHXMMaTO3HbIMM KIeTKaMu 3a cyeT
onpeaenexHbix peuentopos JIMHM. MosbiweHHble KOHUeHTpauun JIMHMN B
KPOBW 1 N0 X BpemMeHn B COYETaHMM C NOBbILLEHNEM
CKOPOCTM 6MONIOrMYECcKOro MOAMGDULMPOBAHUS MPUBOAUT K PaspylUeHuio
3HAOTENNaNbHOM (YHKUMM M MOBbIWEHHOMY MOTpe6neHuMto xosnectepuHa
JINHM B cucTeMe MOHOLMTOB/MOHO(MAroB, a TakxXe NaAKOMbILEYHbIMU
KNIeTKaM1 CTEHOK COCYA0B. Bosblias YacTb XOnecTepuHa, XpaHsuerocs B
aTepoCcKNepoTUYecknx bnsikax, npomcxoamT us JIMHM.
MoBblleHHbIe KOHUEHTpauun JIMHIT cooTBETCTBEHHO BNeKYT 3a Co60i
pa3BuTMe aTepocknieposa. Moatomy xonectepuH JIMHI aBnseTcs BaXHbIM
onpeaensoWwmnM hakTopoM, Hapsay C xonectepuHom JIMNBIM, B BbisiBEHUM
NN, C NOBBILIEHHBIM PUCKOM CEePAEYHO-COCYANCTbIX 3abonesaHmnit.
MpuHUMN aHanusa
Mpsimoit meToa CHE + CHO
(1) ANBM, JINOHM, CM=————"XonecTeHoH + H,0;
POD (nepokcuaasa)
2H0, <———2H,0 + 0z

CHE + CHQ
(2) LDL-C =< XonecTeHoH + H20>
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POD (nepokcuaasa)

H202 + TOOS + 4-aMUHOGHTUNUPUH " XUHOHUMUH
Ha nepeom stane peakuuu JIMHM BbIGOPOYHO 3alumLLeHbl, Toraa kak JIMBM,
JINOHM, xunomukpoHbl (CM) noasepraioTcs Bo3aeicTenio dhepmeHToB. Ha
BTOpPOM 3Tane BbicBo6oxaarTcs JIMHM, a LDL-C Bbi6OpoyHO u3MepseTca
nocpesCTBOM (pepMEHTATUBHOW XPOMOreHHO peakuuu xonectepuxa. LDL-C
npeo6pasyetca B XonecteHoH U HO02 NocpeacTBOM XonecTepuHaCcTepasbl
(CHE) un xonectepuHokcuaassl (CHO). KaTanusupyemblit nepokcmaasoi
(POD) H20: BcTynaer B peakuuio c 4-amuHodeHasoHom u TOOS ¢
06pasoBaHMeM XMHOHMMWHOBOTO XpOMOTeHa. YBEeNnyeHuWe NoroueHns
nNpsIMO NPOMOPLUNOHANbHO KOHUEeHTpaumun LDL-C.
(TOOS: N-3T1n-N-(2-ruapokcu-3-cynbGonponun)-m-TonyuanH Hatpus
PeareHTbl U Tbl

MOPSO 10,464 r/n
Ackopb6aTokcuaasa > 1000 Ea/n
XonectepuHactepasa (CHE) > 1000 Ea/n
R1: XonectepuHokcugasa (CHO) > 1000 Ea/n
MNepokcnaasa (POD) > 2000 Ea/n
TOOS 0,3r/n
A3npa HaTpus 0,05%
MOPSO 10,464 r/n
R2: 4-aMWHOQHTUMUPUH 0,5r/n
A3na HaTpus 0,095%

XpaHeHue n cTabunbHOCTL

Mcnonb308aTh 10 MCTEUEHWSI CPOKA FO/IHOCTM, YKa3aHHOTO Ha STUKETKE, Npu

XPaHeHW B HepacneyaTaHHOM Buae npu 2-8°C B 3aliMLIEHHOM OT cBeTa

mecTe.

Mpy UCMONb30BaHWUM B aHanM3aTope peareHTbl CTabunibHbl B TeyeHne

28 CyTOK MW XPaHEHUM B OXN@XAEHHOM COCTOSIHUM Ha aHannsatope.

Heo6xoanmo nsberaTb 3arpssHeHus.

He 3amMopaxuBaiite peareHT.

OT160p 1 NnoaroToBka o6pasuyos

® Tunbl o6pasuos

B kauecTse Npo6 MOXHO MCMOMb30BATLCHIBOPOTKY, MAasMy C IUTUI-renapuHoM

1 DATA-Ka.

m MoaroToBKa nepea aHaNU3oM

1.Heo6x0AMMO 1CMO/b30BaTL NOAXOASLUNE NPOBUPKN UK KOHTEIHepb! Ans
c6opa npo6 M CneaoBaTb MHCTPYKUMSIM M3rOTOBUTENs; Wu3GeraT
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BO3/1€MCTBUSA MaTepmanos NpobMpOK MK APYrMx KOHTEHepoB Ans cbopa
npo6.

2.Mpobbl, coaepxallune 0ocafok, nepes NposBeAeHneM aHanusa Heo6xoanMo
ueHTpudyruposats.

3.06pasubl nocne cbopa U npeasapuTenbHoii ob6paboTku cneayer
NpoaHann3npoBaTh Kak MOXHO CKOopee.

m CtabunbHOCTb Npo6°

1 feHb npu 15-25°C
7 nHeli npu 2-8°C
3 mecsiua npwm (-25)-(-15)°C

ﬂﬂﬂ Gonee ANUTENBHOIO XpaHeHus Hposbl HeGﬁXGﬂMMO 3aMopaxwusaTb Npu

Temnepatype (-20°C)6. Tpe6oBaHusi K CTabunbHOCTM 06pasuos 6biin

YCTaHOBNEHbl M3roToBUTENEM VI/VIHVI OCHOBaHbl Ha 3TanoHax, Kaxaas

ﬂa60paTODV|5| AOMKHa yCTaHaBiMBaTb CBOWM CO6CTBEHHbIE Kputepuun

cTabunbHOCTM 06pasLoB.

MoaroTtoBka peareHToB

PeareHTbl R1 1 R2 roToBbl K MCMO/Ib30BaHMIO.

BbinonHsiiTe nnaHoBoe TeXHUYeckoe OGCHY)KVIEBHVIE n CTaHaapTHble

onepauuy, BKItoyas KanubpoBKY M aHanu3 CUCTeMbl, YTO6bI rapaHTMPOBaTh

paboToCcnOCO6HOCTL aHANNTUHECKO CUCTEMBI.

Heo6xoanMble MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B

Ha6ope

1.06bluHble nabopaTopHble MaTepuanbl: Pacteop NaCl B KoHUeHTpauwn
9 r/n (busmonoruyecknii pacteop), AUCTUNIMPOBaHHAS/ AEMOHU30BaHHas
BoAa.

2.Kanubpatop M KOHTposb: O3HaKOMbTeCh C Pa3AesioM MHCTPYKUMM Mo
NpUMeHeHNIo peareHTos «Kannubposka 1 KOHTPOSb Ka4yecTsa».

3.Xumnyeckne aHanusatopbl Mindray cepun BS u nabopatopHoe
o6opyaosaHue obLiero HasHadeHus.

MeToanka KONMYECTBEHHOrO aHanusa

BroxumMuyeckue aHanmsatopbl

MapameTpbl BS-2800M
Tun aHanusa KoHeuHble Toukn
[AnuHa BONHbI 605/700 HMm
(nepBUYHasn/BTOpUYHASN)
HanpasneHue peakuun Ysenuuerue
R1 150 mkn
Mpo6a wnu kanubpatop 2 MKn
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CMmeluaiite, uHky6upyiite npu 37°C B TeyeHue 5 MuH, onpeaenvte
nornoweHune Al, 3atem gob6asbTe:
R2 50 mkn
TwaTenbHo nepemeluaiite, nHKybupyiTe npn 37°C B TeueHne 5 MUH,
onpeaenuTe nornouiexHne A2,
3atem paccuutaiiTte AA=(A2-Al)

MapameTpbl MOryT OT/IMYATLCS Ha PasHbIX XUMUYECKUX aHannsatopax, npu

HEOBXOANMOCTM WX MOXKHO MPOMOPLUMOHANBHO  KOPPEKTUpPoBaTh.  [inst

XUMUYeCKMX aHanusaTopos Mindray cepuu BS napameTpbl Ans peareHToB

npeaocTaBnsiOTCA  No  3anpocy. OBpaTMTeCcb K  COOTBETCTBYIOLIEMY

PYKOBOACTBY MO 3KCMlyaTauumn STUX aHanusaTopos.

Kanu6poska

1.PekomeHayeTcs  wcnonb3oBaTe Kanubpatop Mindray (kanubpatop

nunuaos: 105-001128-00 unu apyrue noaxoasiuune kanuépatopsl) u 9 r/n

NaCl (dwuspacTsBop) AnA ABYXTOYEYHOW Kanubposku. OTHOCUTENLHO

NPOCNEXMBAEMOCTU W3MepeHUit Ansi Kanubpatopa NWNMAOB  MOXHO

06paTUTLCst K MHCTPYKUMSIM MO UCTIO/Ib30BAHMIO KanuépaTopa KoMMaHum

Mindray.

.YactoTa kanu6posku

KanubpoBka xMMnyeckunx aHanmsatopos BS-2800M ctabunbHa B TeueHue

npuénusmtensHo 28 cyTok. [Ns pasHbiX MNpUGOpPOB CTabUNbHOCTb

KanubpoBKM MOXET OTAM4aTbCsi, Kaxaoi nabopatopun — cneayet

YCTaHOBUTb YacTOTy KanubpoBKM B NapameTpax npuéopa B COOTBETCTBUM

CO CBOMM PEXMMOM MCMO/b30BaHNS.

MoXeT MoHado6uTLCA MOBTOPHas KanuGpoBka MpU  BO3HUKHOBEHMM

cneayiowmx o6CToATeNbCTE:

« Mpu N3MeHeHUM NapTHK peareHTa.

« CornacHo Tpe6oBaHWIO COBMOAaEMbIX MPOLEAYP KOHTPOAs KadyecTsa
VAW NpW  BbIXOAE 3HAYEHWH AN KOHTPOJbHOTO MaTepuana 3a
AonycTuMble npeaens.

« Mpu  BLINOJHEHUM  KOHKPETHOW MpoueAypbl MO TeXHUYeckomy
06CNYXMBAHMIO WIM  YCTPAHEHMIO HENCNPaBHOCTU  BHUOXMMUYECKMX
aHanu3aTopos.

3.3HaueHns Ans kanubpaTtopa 3aBUCST OT MapTMN C COOTBETCTBYIOWMMM
moaensamu, y B Tabnvue

KoHTponb kauecTsa

1.PekoMeHAyeTCs MCnonb3oBaTh KOHTPoNb Mindray (KnuHUKO-XUMUYecKuii
MYNbTUKOHTPONb: 105-009119-00, 105-009120-00 wnu Apyroi NoAxoAsLwmMi
KOHTPONbHBIA MaTepuan) Ans npoBepku 3(PeKTUBHOCTM NpoLeaypb!

N
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W3MepeHus; AOMNONHWUTENbHO MOXHO MCMOMb30BaTb Apyrue noaxoasiiue
KOHTPO/IbHbIE MaTepuanbl.

2.PekoMeHyeTCs UCNO/b30BaTh [1Ba YPOBHSA KOHTPOJIbHbIX MaTepuanos Ans
aHanusa Kaxaoi naptum npo6. Kpome TOro, KOHTPO/bHbIA MaTepuan
cneayeT aHannsnposatb AN Ka)KIZlOVI HOBOW Kal'IVIGPOEKVI, Kaxa0ro HoBoro
KapTpuaxa C peareHtaMmm w1 nocsie onpeaeneHHoOro TexHW4Yeckoro
06CNyXnBaHNA UM YCTPAHEHWS! HeNCNPaBHOCTeN, Kak noApo6HO onnucaHo
B COOTBETCTBYHLEM PYKOBOACTBE MO 3KCNAyaTauum CUCTeEMbI.

3.B kaxpoit nabopatopuu cneayeT YCTaHOBUTb COGCTBEHHYI CXeMy
KOHTPONSA KayecTsa ¥ NOPSAOK BbINOSIHEHUS KOPPEKTUPYIOWMNX AeACTBUIA,
€CNn KOHTPO/ibHble MaTepuasbl He BOCCTaHaBNMBAKTCA B npeaenax
A0NyCTUMBbIX OTKJIOHEHUIA.

Pacuer

AA=(A2-A1) obpasua nnn kanubpatopa.

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

Xumnyeckuit aHanusaTtop cepuu BS onpeaensier U3MeHeHWe nornoweHns

(AA) 1 aBTOMaTMYECKM PacCYMTLIBAET KOHLeHTpauuio LDL-C ans kaxaon

npo6bl nocne KanubpoBKK.

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

PaszBepeHne

Ecnu 3HayeHune npobbl npesbilwaeT 20 MKMonb/N, Npoby HEO6X0AMMO pa3BecTu

pactBopoM NaCl B koHueHTpauum 9 r/n (dwuspactsopom) (Hanp. 1+3) u

NOBTOPUTL aHaM3; MONYYEHHbIN Pe3ynbTaT yMHOXaeTCs Ha 4.

PacueTHble 3HaueHus’

Tun npo6bi EAviHMUb!

OntumMansbHoe < 2,59 mmonb/n
OKO/I10 ONTUMaIbHOTO/
BbILLE OMTUMA/BLHOTO
MorpaHnYHbIi BbICOKUI 3,37-4,12 mmonb/n

Bblcokui 4,14-4,89 mmonb/n
OueHb BbICOKMIA > 4,92 mmMonb/n
Mpeanonaraemoe 3HaueHWe MOJYYEHO NPU MCMO/L30OBAHWM 3TanoHa, U
koMnaHus Mindray noaTsepauna ero Ha 163 npo6ax CbIBOPOTKU, B3SATLIX Y

noaeit 3 Kntas.

Kaxaas nabopatopusi A0/HKHA YCTAHOBUTL CBOM COBCTBEHHbIE pedepeHcHble
VHTEPBaibl B 3aBUCMMOCTU OT €€ KOHKDETHOTO DacrofOKeHUs 1
NOMY/SIUMOHHBIX XapaKTEPUCTMK, MOCKOMbKY MpeAronaraeMble 3HaueHns
MOTYT OTNIYATLCS B 3aBUCMMOCTM OT reorpacdui, packl, nona v Bospacra.

2,59-3,34 mmonb/n
CblBopoTKa/MNasMa
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Pa6oune xapaKTepucTukm
® AHanw y

AHanuTUYecKasi 4yBCTBUTENLHOCTL Habopa ANst ONpefeneHuns XonecTepuHa
NHN Ha  aHanusatope BS-2800M  coctaenser 0,05 mmonb/n.
AHanuTMyeckas  YyBCTBUTE/IbHOCTb  OF TCH Kak
KOHUEHTpaUMsi aHasuTa, Mo KOTOPOi MOXHO OTAMuMTL obpasel, He
coaepxaumii 3T0T aHanuT. OHa paccuMTLIBAETCs Kak 3HadyeHne, Ha 3
CTaHA@PTHbIX OTKIOHEHMSI NP ujee cpeaHee , MonyyeHHoe
13 20 MOBTOPHbIX aHanM30B Npobbl, He CoAEepXallero aHanusupyemoro
BelecTsa.

B [uanasoH usmepeHui
Cuctembl  Mindray cepuu BS obecneunsaioT cneaylowmii  AnanasoH
JIMHeRHoCTU:

Tun npo6bl

CbiBOpOTKa/nnasma 0,05-20 mmonb/n

CwmewaiitTe npoby C BbICOKOW KoHUeHTpaumeir LDL-C (npubnnsutensbHo
20 MmMonb/n) € npoboi C HU3KOW KOHUeHTpauuei (< 0,05 mmonb/n) B
PasHbIX COOTHOWEHWAX ANS MONYYEHUs Cepum passeaeHuii. KoHueHTpauns
LDL-C kaxaoro pasBefeHWs onpeaensercs C NoMolblo cucteMmbl Mindray,
JNIVMHENHOCTb AEMOHCTPUpYyeTCs ¢ KoadduumneHToM Koppensuum r = 0,990.
Pernctpupyemsiii aAnanasoH coctasnset 0,05-80 MMonb/n.

B MpeunsmoHHOCTbL

MpeumnsnoHHOCTb onpeAensnacs C MOMOWbIO CeAylowero oao6peHHoro
CLSI pykosoacTsa EP05-A38, kaxaas npoba aHanmanposanack no 2 pasa 3a
0AHy 06paboTky, 2 06paboTku B CyTkM, BCero 20 CyToK.

[AaHHble NPeuM3NOHHOCTN KOHTPO/IbHBIX MaTepuanos 1 Yenoseyeckux npod
Ha BS-2800M npuseseHbl Huxe *.

Tun o6pasuos CpeaHee z

(N=80)  (Mmonb/n) sb CcV % s cV %
(MMonb/n) (MMonb/n)
KormponbHbii ¢ 0,01 0,54 0,01 0,77
ypoBeHb 1
Kormponbrbii 5 oo 0,01 0,43 0,02 0,65
YpOBEHb 2
CbiBOpoTKa 1 1,93 0,01 0,37 0,01 0,77
CbiBOpOTKa 2 3,19 0,02 0,53 0,05 1,55
CbiBOpOTKa 3 5,11 0,02 0,37 0,03 0,62
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*PernpeseHTaTuBHbIE AaHHbIE, Pe3yNbTaTbl, MOMyYeHHbIE Ha PasHbIX npubopax v 6
Pa3HbIX NA6OPATOPUSX MOTYT OTAMYATHCS,

B AHanuTMueckas cneunduUUHOCTb

Mpobbl C pasnnMyHOW KOHUEHTpauuein uHTepdepvpylollero BellecTsa
roToBM/IN NyTeM A06aB/IeHNs MelaloLLero BellecTsa K NyaM Yenoseyeckon
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAUYMMOTO MeLLaloLLero BO3AeiCTBNA CHNTanocs
BOCCTaHOB/NeHMe B npeaenax + 10% OT COOTBETCTBYIOWIErO KOHTPOILHOMO
3HaYeHNs.

He Habnioaanu 3HaunMOro Mellalolwero BO3AENHCTBUS yKasaHHbIX Aanee
BELLeCTB MPU MCCNE0BaAHUAX BMECTE C HAMU C WCMO/b30BaHWEM AaHHOW
meToz0N0OrMN. [laHHble UCCNeaoBaHUs WHTepdepeHUMn Ha aHanusatope
BS-2800M npuBeaeHbl Hike *.

Tpaums OTHOCKH

Mewarowee
BeuecTso KOHUEHTpaums aHanmTa oTK/IOHEHNe
(mr/nn) (Mmons/n) (%)*
Ackop6uHoBas 30 2,92 +0,41
Kucnota
FemMorno6uH 300 2,94 +1,80
WHTpanunua 300 3,01 -1,26

*PenpeseHTaTuBHbIE AaHHbIE, Pe3yNbTatbl, MoNy4eHHble Ha PasHbIX MPUGopax u &
PasHblx 1abopaTopusix MOryT OTINYaTLCS.

JloXHble HU3KMe pesy/bTaTbl MOTYT 6biTh Bbi3BaHbl N-aLETUALMUCTEMHOM,
4acTo  MCMONb3yeMbIM B  KadecTBe aHTUAOTa MPU  MHTOKCMKaLWM
aueTaMMHOdEHOM, HE3aBMCUMO APYT OT Apyra.

B oueHb PEAKMX Clydyasix raMMonaTis, B 4YacTHOCTU Tun IgM, Moxer
NPUBECTM K HEAOCTOBEPHbIM pesysibTaTam®.

B CpaBHeHWe MeTOAOB

ViccnepoBaHus KOPpensiunv BbINOHANM C MCMO/Ib30BaHWEM 0A06GpeHHOro
pykosoactBa CLSI EP09-A3!0, Cuctema Mindray (aHanusatop Mindray
BS-2800M/ peareHT Mindray LDL-C) (y) 6bina conoctaBneHa C cucTeMoi
cpaBHeHMs (aHanusatop Mindray BS-2000/peareHT Mindray LDL-C) (x) c
MCMO/b30BaHMEM OAMHAKOBbLIX 06pasLoB CbIBOPOTKM. CTaTUCTUUeckue
AaHHble, NoNyYeHHble NMHeHO perpeccuei, NokasaHbl B Tabnuue Huxe*:

v K. . Npo6a Owana3soH
KOHUEHTpaumn
perpeccun koppensuum (r) (N) (Mmonb/n)
y=0,9904x+0,0193 0,9998 108 0,79-19,23
AaHHble, Ha pasHbix R:]

PasHblx 1a60PaTOPUSX MOIYT OTINYETHCS.
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WHTepnpeTaumsa pesynbTaToB

Ha pesynbTaTbl MOryT BAWSITb NIeKapCTBEHHbIE CPEACTBA, 3a6onesaHus Wi

sHAOreHHble Bellectsa®!l. Ecnn  rpadvk peakuuu OTK/IOHseTCs  OT

HOPMasibHOTO, PEKOMEH/YETCS NPOBECTV MOBTOPHBLIA aHanu3 U NpoBepUTL

pesynbTar.

Mpeny n Mepbl TOp ™

1. Tonbko Ana  AMarHocTMkM in  vitro. [Ans  npodeccuoHansHoro

NabopaTopHOro MpYMEHeHus:.

Heo6xo0anMo cobnioaate Mepbl MPeA0CTOPOXHOCTY NpK paboTe Co Bcemu

nabopaTopHbIMM peareHTamm.

. Y6eauTech B LUENOCTHOCTM YNaKoBKM Nepes NCrosib3osaHnem Habopa. He

ucnonb3yitTe Habopbl C  MOBPEXAEHHOW YyNakoBkoW. WcknouyuTte

BO3/E/CTBME Ha peareHTbl MPsIMOTO  COJIHEYHOTO CBETa U UX

3aMopaxuBaHue. [pu  Heco6MoAeHUM  COOTBETCTBYIOWMX — YCOBUI

XpaHeHUsl peareHToB NoJlydeHne KOPPEKTHbIX Pe3yNbTaToB aHannsos He

rapaHTupyeTcs.

Ecnu peareHTbl 6biv HenpeaHaMepeHHO OTKPbITbl 10 MCMOJb30BaHNS,

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

3alUMLLEHHBIMK OT CBETA. B 3TOM Clyyae Ux CTabunbHOCTbL He OTYaeTcs

OT CTabWLHOCTM MPY UCMONb30BAHNN.

He ponyckaiiTe cMelWMBaHNs peareHToB U3 pasHbiX NapThii U hnaKoHos.

He ncnonb3yiiTe peareHTbl NOCe UCTEYEHUS UX CPOKa FOAHOCTU W AaTbl

UCMonb30BaHNs. He AonyckaiiTe CMELINBAHUA CBEXMX PeareHToB C yxe

UCMO/Ib3yeMbIMU.

WN36eraiiTe o6pa3oBaHns NEHbI.

. CneayeT 0XuaaTb MOTepto CTabUILHOCTU AN YXyALIEHUE KayecTsa npu

HaZMYMN BUAMMBIX MPU3HAKOB YTEUKM, BbINAAEHWS OCAAKOB MW pocTa

MUKPOOPraHM3MOB, @ Takxe €eCNn KanubpoBKa WM KOHTPOsbHble

MaTepuanbl He COOTBETCTBYIOT KPWUTEPUSM, YKa3aHHbIM B JMCTKe-

BK/IaAbIWe W/unn ans cuctembl Mindray.

HafexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

Hecob6N10AeHNS MHCTPYKLNIA, NPUBEAEHHBIX B AAHHOM INCTKE-BKNAAbILE.

. COAepXMT KOHCepBaHT. 3anpelwaeTtca npornatbieats. MWsberaiite

KOHTaKTa C KOXeil U CIM3UCTbIMK 060N0uUKaMU.

Mpw cnyJaiiHoM NonagaHnv peareHTa B rnasa AW POTOBYIO MOJOCTb, @

TakxKe Ha KOXY HeMeANeHHO 06MNbHO MPOMOIiTE MopaxXeHHble y4acTku

60/1bINM KONMYECTBOM BOAbI. pn HEOBXOAMMOCTM o6paTUTech K Bpauy

ANS MONYYEHUA MEAULIMHCKOM NOMOLLK.

10.MacnopT 6e3onacHoCTV MaTepuana NpeaocTaBnseTcs NpodeccHoHanbHoMy
nonb3oBaTeNio No 3anpocy.
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11.YTunusaums Bcex OTXOAOB [ONXHA MPOU3BOAWUTLCS B COOTBETCTBUM C
MEeCTHbIMK Npasunamu.
12.Becb 4enoBeyeckuit MaTepuan cneayer cuuTaTb  MNOTEHUMANbHO
VH(EKLMOHHBIM.
13.Bce BbISIBNEHHbIE PpUCKH 6blIM CHUXKEHDI HaCTONbKO, HACKOJIbKO 3TO
BO3MOXHO 6€3 HEeraTMBHOMO B/IMSIHUSI HA COOTHOLLEHME MOJb3bl U pucka, n
06LWMit OCTATOUHbIN PUCK ABNSETCA NPUEMIEMbIM.
14.0 n6oM cepbe3HOM WHUWAEHTe, Npou3oleslemM B CBS3M C 3TUM
YCTPOWCTBOM, HEOEX0AMMO COO6LLATb NMPOM3BOAUTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTOPOW OTHOCUTCS MOJSIb30BaTENb W/UNW NaLUEHT.
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