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Intended Purpose
In vitro test for the quantitative determination of HDL-Cholesterol (HDL-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®*
High density lipoproteins (HDL) are responsible for the reverse transport of
cholesterol from the peripheral cells to the liver. Here, cholesterol is
transformed to bile acids which are excreted into the intestine via the biliary
tract. About 25% of total serum cholesterol is transported in the HDL
fraction. Monitoring of HDL-cholesterol in serum is of clinical importance
since an inverse correlation exists between serum HDL-cholesterol
concentrations and the risk of atherosclerotic disease.
Elevated HDL-cholesterol concentrations are protective against coronary
heart disease, while reduced HDL-cholesterol concentrations, particularly in
conjunction with elevated triglycerides, increase the cardiovascular risk.
Strategies have emerged to increase the level of HDL-cholesterol to treat
cardiovascular disease.
Assay Principle
Direct Method: PEG-modified enzyme/sulfate a-cyclodextrin method
(1) LDL, VLDL, CM + sulfate a-cyclodextrin + Mg+ —— Polymer

PEG-modified CHE + CHO,
(2) HDL-C “—— Cholestenone + H20>

POD

(3) H202 + TOOS + 4-aminoantipyrine Quinonimine

In the first step of the reaction, LDL, VLDL, Chylomicrons (CM) conjugate
with sulfate a-cyclodextrin, form polymers in the existence of Mg2+. In the
second step, HDL-C is converted to cholestenone and H>0, by PEG-modified
cholesterol esterase (CHE) and cholesterol oxidase (CHO). Catalyzed by
peroxidase (POD), the H20> reacts with 4-aminophenazone and TOOS to
form a quinone imine chromogen. The absorbency increase is directly
proportional to the concentration of HDL-C.

(TOOS: N-ethyl-N-(2-hydroxy-3-sulfopropyl)-m-toluidine sodium)
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C
HEPES 5.96 g/L
4-Aminoantipyrine 0.3g/L
Cholesterol esterase (CHE) >1000 U/L
R1: Cholesterol oxidase (CHO) >1000 U/L
Ascorbate oxidase >1000 U/L
Peroxidase (POD) >2000 U/L
ProClin300 0.05%
sulfate a-cyclodextrin 0.5g/L
HEPES 5.96 g/L
R2: TOOS 0.4 g/L
ProClin300 0.05%

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
m Specimen types
Serum, lithium heparin and K>-EDTA plasma are suitable for samples.
mPreparation 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>
2 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)é. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
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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.
.Calibration frequency
Calibration is stable for approximately 28 days on BS-2800M 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.

N
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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 HDL-C concentration of each sample automatically after

calibration.

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

Dilution

If the value of sample exceeds 6 mmol/L, the sample should be diluted with

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

multiplied by 2.

Expected values’

Sample Type Units

Low HDL cholesterol
(major risk factor for CHD)

High HDL cholesterol
(“Negative” risk factor for CHD) 21.56 mmol/L (60 mg/dL)

<1.04 mmol/L (40 mg/dL)
Serum/Plasma

The expected value is provided from reference, Mindray has verified it by
340 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
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The HDL-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 0.05-6.0 mmol/L

A high HDL-C concentration sample (approximately 6.0 mmol/L) is mixed
with a low concentration sample (<0.05 mmol/L) at different ratios,
generating a series of dilutions. The HDL-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 0.05-12.0
mmol/L.

® 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 :\lDithin-Lab
(N=80) (mmol/L) (mmoi/t) V% (mmoiy)y V%

Control Level 1 0.67 0.01 1.08 0.01 1.70

Control Level 2 1.52 0.01 0.69 0.02 1.02
Serum 1 0.66 0.01 0.77 0.01 1.33
Serum 2 0.96 0.01 0.78 0.01 1.07
Serum 3 2.01 0.01 0.61 0.02 0.81

*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.

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.
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. Interferent Analyte Relative
Tnterfering ¢ ration  C ration  Deviati
(mg/dL) (mmol/L) (%)*

Ascorbic acid 30 1.56 -0.35
Hemoglobin 300 1.70 +2.15
Bilirubin 40 1.51 -7.68
Intralipid 1000 1.65 -2.04

*Representative data, results in different instruments, laboratories may vary.
Acetaminophen metabolite N-acetyl-p-benzoquinone imine (NAPQI) and
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-A31°, The Mindray System (Mindray BS-2800M/Mindray HDL-C
Reagent) (y) was compared with comparison system (Mindray
BS-2000/Mindray HDL-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
9 Coefficient (r) (N) Range (mmol/L)
y=1.0063x-0.0124 0.9997 107 0.42-5.92

*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.

. 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.

w

IS
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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.

. Instability or deterioration should be suspected if there are visible signs
of leakage, precipitates or microbial growth, or if calibration or controls
do not meet the insert and/or the Mindray System criteria.

. Reliability of assay results cannot be guaranteed if the instructions in this
package insert are not followed.

. Preservative contained. Do not swallow. Avoid contact with skin and
mucous membranes.

. 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.
15.This kit contains components classified as follows in accordance with the
Regulation (EC) No 1272/2008:

o

~

3

©

Warning

H317 | May cause an allergic skin reaction.

H412 | Harmful to aquatic life with long lasting effects.

Prevention:

P280 Wear protective gloves and protective clothing.

P261 Avoid breathing mist/vapours/spray.

P273 Avoid release to the environment.

272 Contaminated work clothing should not be allowed out
of the workplace.
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Response:

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

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

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

P333+P313

Dispose of contents/container to authorised hazardous
P501 or special waste collection point in accordance with any
local regulation.
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Graphical symbols
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In Vitro Diagnostic Unique device European ConsultInstructions  Use-by
medical device identifier Conformity For use date

Ec [Rep| [LOT] J’ u

Authorized representatlv.e in Batch Code er
the European Community limit

Temperature Catalogue
Manufacturer

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

2024-04, English 1-9 P/N: 046-024235-00 (3.0)



HDL-C mindray

Ha6op ans onpepeneHus xonecrepmHa-Jinsr, C E
npsiMmoe onpeaenexHve 0123

¢dop Ans odop
N2 kar. Pasmep ynakoBku
105-000835-00 R1: 1x40 mn + R2: 1x14 mn
105-000874-00 R1: 4x40 mn + R2: 2x28 mn
105-004610-00 R1: 4x58 mn + R2: 2x42 mn

LieneBoe Ha3HaueHue
AHanus in vitro ANA  KONM4YeCTBEHHOro onpeaeneHns KoHueHTpauuu
xonectepvHa JIMBM (HDL-C) B cbiBOPOTKE W Mna3Me uYesoBeka Ha
XUMUYecKMX aHanusatopax Mindray cepuv BS. OH npegHasHayeH ans
MPOrHO31poOBaHMs pUCKa BO3HMKHOBEHWUS CepAeYHO-COCY ANCTbIX 3aboneBaHuii.
KpaTtkas cnpaBka'™*
JInnonpoTenHbl BbICOKOW nnoTHocTu (JINBM) oTsevaloT 3a ob6paTHbIi
TPaAHCNOPT XOonecTepuHa w3 ﬂeDl’Id)EDVI‘-IECKVIX KNeToK B MNe4yeHb. 3[2[80:
XonecrepuH TpaHCd)OpMVID\/eTCﬂ B XXENYHbl€ KUC/I0Tbl, KOTOPbIE BbIAENSAOTCA
B KWLWEYHUK Yepes XenyHble nyTu. Okosio 25% obLiero CbiBOPOTOYHOIO
XONnecTepuHa TPaHCMoOpTUpyeTcs BO (PaKUMIO JIMMONPOTEUHOB BbICOKOM
NNOTHOCTU. MOHUTOPMHI ypoBHA xonectepuHa JIMNBM B coiBOpoTKe MMeeT
K/IMHMYECKYI0 3HaUMMOCTb, TaK Kak CyuecTsyeT obpaTHas 3aBUCMMOCTb
MexXay KOHUeHTpauueit xonectepuHa JIMBIM B CbIBOPOTKE W PUCKOM
pasBUTMS aTepockaepoTyecknx 3abonesaHmii.
MoBbllWeHHana  KoHUeHTpauusa  xonectepuda JIMBM  3awumwaer ot
vwemnueckoit GonesHu cepaua, Toraa Kak MOHWMXKEHHas KOHUeHTpauus
xonectepvHa JIMBM, ocobeHHO B COYETaHUM C MOBBIWEHHBIM YPOBHEM
TPUFNMLEPUAOB, — MOBbLIWAET PUCK  PasBUTUA  CepAEYHO-COCYAMUCTbIX
3abonesaHunii. Bbiin  paspaGoTaHbl  CTpaTernu MOBLILIEHWS  YPOBHSA
xonectepuvHa JIMNBI B uensx neyeHns cepAeYHo-CcoCyancTbIX 3abonesaHuii,
MpuHUMN aHanusa
MpsMoe onpeaenexne: MeToA MOANDULNPOBAHHOTO MONNITUNEHINIMKONEM
bepMeHTa/CyNbdaTMPOBAHHOTO A-LIMKIOAEKCTPUHA
(1) INHM, NINOHNM, CM + cynbdhaTMpoBaHHbIN a-LMKNOAEKCTPUH + Mg2+
= Monumep

MoandnumposaHHble nonustuneHrnmkonem CHE + CHO
(2) HDL-C XonecTteHoH +
H202

POD (nepokcupasa)
(3) H202 + TOOS + 4-aMUHOAHTUNUPUH <~ XUHOHWUMUH
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Ha nepsom 3Tane peakuun JIMHM, JINOHM, xunomukpoHbl (CM)
KOHBIOTMPYIOT € CyNb(aTMPOBaHHLIM  A-LUMKIOAEKCTPUHOM,  06pasyst
nonuMepsbl B NpucyTcTeum Mg2*. Ha BTopom stane HDL-C npeobpasyetcs B
xonecTeHoH u H02 nocpeacteom OULIMPOBAHHBIX MO, TIMKONEM
XONeCTEPUH3CTEPasbl (CHE) " XOIeCTePMHOKCHMAA3bI (CHO).
Katanusupyemsbiii nepokcmaasoit (POD) H»Oz BCTynaer B peakuui c
4-ammnHodeHasoHoM 1 TOOS c 06pasoBaHNEM XMHOHUMUHOBOIO XPOMOreHa.
YBenuueHune norsoweHns NnpsaMo NponopumMoHasnbHO KoHueHTpauuu HDL-C.
(TOOS: N-3T1n-N-(2-ruapokcu-3-cynbGonponun)-m-TonyuanH Hatpus
PeareHTbl u Tbl

HEPES 5,96 r/n

4-aMUHOAHTUMUPUH 0,3r/n
XonectepuHactepasa (CHE) > 1000 Ea/n
XonectepuHokcuaasa (CHO) > 1000 Ea/n
R1: Ackop6aTokcupaasa > 1000 Ea/n
Mepokcupasa (POD) > 2000 Ea/n

ProClin300 0,05%

cynbdaTMpoBaHHBbIN 0,5 /n

Q-UMKIOAEKCTPUH

HEPES 5,96 r/n

R2: TOOS 0,4 r/n

ProClin300 0,05%

XpaHeHune n cTabunbHOCTL

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

Mpy UCMONbL30BaHWM B aHanM3aTope peareHTbl CTabunibHbl B TeyeHne
28 CyTOK MW XPaHEHUM B OXN@XAEHHOM COCTOSIHUM Ha aHannsartope.
Heo6xoanmo nsberaTb 3arpssHeHus.

He 3amMopaxwuBaiite peareHT.

OT160p M NnoarotoBka o6pasuyos

® Tunbl o6pasuos

B kauecTse Npo6 MOXKHO MCMOMb30BaTLCHIBOPOTKY, MAasMy C IUTUN-renapuHoM

1 DATA-Ka.

mloaroToBKa nepea aHanM3oM

1.Heo6x0AMMO 1CMO/b30BaTL NOAXOASLUNE NPOBUPKN UK KOHTEIHepb! Ans
c6opa npo6 M CneaoBaTb MHCTPYKUMSIM M3rOTOBWTENs; Wu3Geratb
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BO3/1€MCTBUSA MaTepmanos Npo6MpPoK UNKu Apyrmx KoHTeiHepos Ans cbopa
npo6.
2.Mpobbl, coaepxallune 0ocafok, nepes NposBeAeHneM aHanusa Heo6xoanMo
ueHTpudyruposats.
3.06pasubl nocne cbopa U npeasapuTenbHoii ob6paboTku cneayer
NpoaHann3npoBaTh Kak MOXHO CKopee.
m CtabunbHOCTb Npo6°
2 aHAa npu 15-25°C
7 nHeli npu 2-8°C
3 mecsiua npwm (-25)-(-15)°C
ﬂﬂﬂ Gonee ANUTENBHOMO XpaHeHus Hposbl HeGﬁXGﬂMMO 3aMopaxwusaTb Npu
Temnepartype (-20°C)6. Tpe6oBaHusi K CTabunbHOCTM 06pasuos 6biin
YCTaHOBNEHbl M3roToBUTENEM VI/VIHVI OCHOBaHbl Ha 3TanoHax, Kaxaas
naGopaToDVls! AOMKHa yCTaHaBnuMBaTb CBOW CO6CTBEHHbIE Kputepun
cTabunbHOCTM 06pasLoB.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/Ib30BaHMIO.
BbiNonHAiTe NnaHoBoe TexHMYeckoe O6CIyXWBaHME U  CTaHAapTHble
onepauuy, BKIlodas kanubpoBKy M aHanns cUcTeMbl, YTOGbI rapaHTMpoBaThL
paboToCcnOCO6HOCTL aHANNTUHECKO CUCTEMBI.
Heo6xoanMble MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B
Ha6ope
1.06bI4Hble NabopaTopHble MaTepuanbl: PactBop NaCl B KOHUEHTpauuu
9 r/n (busnonoruyeckuii pacteop), ANCTUNIMPOBaHHAS/ AEMOHN30BaHHas
BoAa.
2.Kanubpatop M KOHTposb: O3HaKOMbTECh C Pa3A€soM MHCTPYKUMM No
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
(neplz’?;ﬁ:::/zigszhnan) 605/700 Hm
HanpasneHue peakuun YsenuueHue
R1 150 mkn
Mpo6a wnu kanubpatop 2 MKn

CMelwuaiiTe, MHKY6UpyWTe npu 37°C B TedeHune 5 MUH, onpeaenvte
nornowexune Al, 3atem gobasbTe:
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R2 50 mkn
TwartenbHo nepemeluaiite, HKy6upyiiTe npu 37°C B TeyeHne 5 MuH,
onpegenuTe nornouiexHune A2,
3atem paccuuTaiite AA=(A2-Al)

MapameTpbl MOrYT OT/IMYATLCS Ha PasHbIX XMMUHYECKUX aHann3atopax, npu
HEOBXOANMOCTM WX  MOXKHO  MPOMOPLMOHANBHO  KOPPEKTUpPOBaTh.  [inst
XMMUYeckux aHanusatopos Mindray cepuw BS napameTpbl Ans peareHTos
npefocTaeisloTCs  no  3anpocy. OBpaTtuteck K COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCMlyaTauumu STUX aHanu3aTopos.
Kanu6poska
1.PekomeHayeTcs wucnonb3oBate Kanubpatop Mindray (kanubpatop

nunuaos: 105-001128-00 unu apyrue noaxoasiumne kanuépatopbl) 1 9 r/n

NaCl (dwuspacTBop) AnA ABYXTOYEYHOW Kanubposku. OTHOCUTENLHO

NPOCNEXMBAEMOCTU W3MEpeHUi Ansi Kanubpatopa NWNMAOB  MOXHO

06paTUTLCst K MHCTPYKUMSIM MO UCTO/Ib30BAHMIO KanuépaTopa KoMMaHum

Mindray.

2.YacToTa kann6posku

KannbpoBka xuMuyeckux aHanmsatopos BS-2800M cTtabunbHa B TeueHne

npuénusmtensHo 28 cyTok. [Ns pasHbiX MNpUGOPOB CTabUNbHOCTb

KanubpoBKM MOXET OTIMYaTbCs; Kaxaoi nabopatopum cneayet

YCTaHOBUTb YacTOTy KanubpoBkM B NapameTpax npuéopa B COOTBETCTBUM

CO CBOMM PEXMMOM MCMO/b30BaHMS.

MoxeT noHado6uTbCA MOBTOPHas KanuGpoBka MpU  BO3HMKHOBEHMM

cneayiowmx o6CToATeNbCTE:

« Mpy N3MeHeHUM NapTHM peareHTa.

« CornacHo Tpe6oBaHuWio coBntoAaeMbIX MPOLEAYp KOHTPOns kadecTsa
WNW MpW  BbIXOAE 3HAYEHWH AN KOHMTPOJIbHOTO MaTepuana 3a
AonycTuMble npeaens.

« Mpu  BLINOMHEHUM  KOHKPETHOW MpoueAypbl MO TeXHUYeckomy
06C/YXMBAHMIO WIM  YCTPAHEHMIO HENCNPaBHOCTM  GHOXMMUYECKMX
aHanu3aTopos.

3.3HaueHns Ans kanubpatopa 3aBUCST OT MapTUM W COOTBETCTBYHOLINX
moaenei, y B Tabnuue ]

KoHTponb kauecTsa

1.PekoMeHAyeTCa MCnonb3oBaTh KOHTPONb Mindray (KnmMHUKO-XUMUYecKuii

MyNbTUKOHTpPONb:  105-009119-00, 105-009120-00 wnu  apyro#

NOAXOASWMIA KOHTPO/bHbI MaTepuan) Ans nposepku 3ddeKTUBHOCTU

npoueaypsl W3MepeHusi; AOMONHUTENLHO MOXHO WCMO/b30BaTh Apyrue

NOAXOASILME KOHTPONbHbIE MaTepUansl.

2.PeKkOMEHAlyeTCs UCMO/Ib30BaTh ABA YPOBHS KOHTPO/IbHBIX MaTepuanos Ans
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aHanusa kaxaow napTum npo6. Kpome TOro, KOHTPOJSIbHbIN MaTepuan
cneayert aHanu3npoBaTh ANS KaX/a0i HOBOM KannBpoBKM, KaX/aoro HOBOro
KapTpuaXa C peareHTamu W nocCne OnpeaeseHHOro TeXHUYecKoro
06CNyXnBaHNA UM YCTPAHEHWS! HeNCNPaBHOCTeN, Kak noApo6Ho onnucaHo
B COOTBETCTBYHLWEM PYKOBOACTBE MO 3KCNAyaTauun CUCTEMbI.

3.B «kaxpaoin nabopaTopuu cneayeT yCTaHOBWUTb COBCTBEHHYIO CXeMmy
KOHTPONA Ka4yecTtsa v NOPSAOK BbINO/IHEHUS KOPPEKTUPYHOLWMUX ﬂEIZCTBIAIZ,
€CNn  KOHTPOJibHble MaTep | He BOCCT: 0TCA B T
A0NyCTUMBbIX OTKJIOHEHUIA.

Pacuer

AA=(A2-A1) obpasua nnu kanubpatopa.

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

Xumunyeckuit aHanusatop cepum BS onpeaensier U3MeHeHwe nornoweHns

(AA) n aBTOMaTUYECKM paccyWTbiBaeT KoHUeHTpauumo HDL-C ans kaxaon

npo6bl nocne KanubpoBKK.

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

Passenexune

Ecnu 3HayeHne nNpobbl NpeBbilwaeT 6 MMOnb/ N1, Npo6y He06X0ANMO pa3BecTu

pactBopom NaCl 9 r/n (duspactBop) (Hanp. 1+1) U NoBTOpUTL aHanus;

NONYYEHHBIA Pe3ybTaT YMHOXUTb Ha 2.

PacyeTHble 3HaueHus’

Twun npo6bi

Huskunit ypoBeHb
xonectepuHa JINBMN < 1,04 mmonb/n (40 mr/pn)
(Bbicokmit dakTop pucka UBC)
BbICOKWI ypoBeHb
xonectepuHa JINBMN
(«oTpuuaTenbHbIi»
akTop pucka NBC)

CbiBOpoTKa/
nnasma
2 1,56 mmonb/n (60 mr/an)

Oxwnaaemoe 3HaueHMe Mosly4yeHo NpU UCMONb30BaHUM 3TanoHa, KOMMaHus
Mindray noateepanna ero Ha 340 npo6ax CbIBOPOTKM, B3STbIX Yy ntoAei us
Kutas.

Kaxpan naGopaTopus [ONMXKHa YCTaHaBNMBaTb CBOM  COGCTBEHHbIE
pedepeHcHble MHTEPBaIbI B 3aBUCHMOCTU OT €€ KOHKPETHOTO PacriofioXeHst
1 MOMYNSILIMOHHBIX XapaKTePUCTUK, MOCKONbKY MPEeArofiaraeMble 3HayeHus
MOTYT OTIMYATLCS B 3aBUCMMOCTM OT reorpacdui, packl, nona v Bospacra.
Pa6oune xapaKTepucTukm

® AHanw y

AHanuTUYecKas YyBCTBUTENbHOCTL Habopa ANns onpeaeneHns KOHUeHTpaunm
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xonectepvHa JIMBM Ha aHanu3saTtope BS-2800M cocrasnsiet 0,05 Mmonb/n.
AHanuTuueckas YyBCTBUTE/IbHOCTb  OF TCA Kak
KOHLeHTpaLuus aHanuTa, No KOTOPOA MOXHO OTAM4MTL obpasel, He
COﬂep)KaLLlVIVI 3TOT aHanut. OHa paccyuTbiBaeTCA Kak 3HadeHwe, Ha
3 CTaHAAPTHbIX OTKNOHEeHUs npesblwawuiee cpeaHee 3Ha4yeHue,
nonyyeHHoe w3 20 NOBTOPHbIX aHaIn3o0B ﬂp06b\, He coaepxauero
aHanusnpyemoro eellecrsa.

B /lnanasoH nsMepeHuin
Cuctembl  Mindray cepuu BS obecneuvsaioT cneayowmii  AnanasoH
JIMHeNHOCTM:

Tun npo6bi

CbIBOpOTKa/NNasmMa 0,05-6,0 Mmonb/n

CwmewaiitTe npoby C BbICOKOW KOHUeHTpauueir HDL-C (npubnusutensbHo
6,0 MMONb/N) € npo6oii C HM3KOW KOHUeHTpauweit (< 0,05 mmone/n) B
pasHbIX COOTHOLIEHWSIX /IS MOTYYEHUsI CEpUM passeseHnit. KoHUeHTpaLus
HDL-C kaxaoro passefieHWsi OnpeaenseTcs ¢ noMoulbio cuctemsl Mindray,
JNIMHENHOCTb AEMOHCTPUPYETCs C Ko3addbuLmeHToM Kkoppensuuv r = 0,990.
Pernctpupyemsliii ananasoH coctasnset 0,05-12,0 Mmmonb/n.

B MpeunsnoHHOCTbL

MpeumnsnoHHOCTb onpeAensnacs C MOMOWbIO Ceaylowero 0Ao6peHHoro
CLSI pykosoacTsa EP05-A38, kaxaas npoba aHanmanposanack no 2 pasa 3a
0AHy 06paboTKky, 2 06paboTku B CyTKM, BCero 20 CyToK.

[aHHble NPeun3NOHHOCTN KOHTPOSIbHBIX MaTepuasos 1 Yenoseyeckux npoé
Ha BS-2800M npuseaeHb! Huxe *,

Tun o6pasuoB CpeaHee ™ L4
(N=80) (Mmonb/n) SD CV % Sb CcV %
(MMonb/n) (MMonb/n)

Kormponskeiit g o7 0,01 1,08 0,01 1,70
ypoBeHb 1

Kormponekbiit - oy 0,01 0,69 0,02 1,02
YpOBEHb 2

CbiBOpoTKa 1 0,66 0,01 0,77 0,01 1,33

CbiBOpOTKa 2 0,96 0,01 0,78 0,01 1,07

CbiBOpOTKa 3 2,01 0,01 0,61 0,02 0,81

*PerpeseHTaTHBHbIe AaHHbIE, Pe3y/bTaTbl, M0MyYeHHbIE Ha PasHbix NpUeopax u B
PasHblx 1a60PaTOPUSX MOIYT OTINYETHCS.
B AHanuTMuyeckas cneunduyHoOCTL

2024-04, pyccxmii 2-6 P/N: 046-024235-00 (3.0)



HDL-C mindray

Mpobbl € pasNMyHON KOHUEHTpauueit WHTepdepupylolero BellecTsa
roTOBW/IM NyTeM 06aB/IEHNS MELLAIOLLErO BEWECTBa K My/1aM YenoBeyeckoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAYMMOTO MELIAIOWEro BO3AENCTBUS CHNATANIOCh
BOCCTaHOB/NeHMe B npeaenax + 10% OT COOTBETCTBYIOWIErO KOHTPOIbHOMO
3HaueHus.

He Habniojany 3Ha4nMMOro MelWaillero BO3AENCTBMS yKasaHHbIX Aanee
BEWECTB MPU UCCIEN0BAHNSX BMECTE C HUMM C MCMO/Ib30BAHWEM [aHHOM
meTozl0N0rMN. [laHHble UCCNeaoBaHUs WHTepdepeHUMn Ha aHanusatope
BS-2800M npuBeaeHbl HUXe.

Tpauus OTHOCK

Bewectso uon(l:dern/ma)uuu (::2:1:1/'?‘) ork?;:)inue
AckopbuHoBas 30 1,56 0,35
Kucnota
Femorno6uH 300 1,70 +2,15
Bunupy6un 40 1,51 -7,68
WHTpanunua 1000 1,65 -2,04

*PenpeseHTaTuBHbIE AaHHbIE, Pe3yNbTatbl, MoMy4eHHble Ha pasHbIX MPUGopax u &
Pa3Hblx 1abopaTopusix MOryT OTINYATLCS.

JloXHble HM3KME pesynbTaTel HE3aBMCUMO APYr OT Apyra MoryT 6biTe
Bbi3BaHbl MeTabonMTOM auetaMuHopeHa N-auetun-n-6eH30XMHOHUMUHOM
(NAPQI), a Takke N-aueTUILWUCTEMHOM, YacTO WCMONb3YeMbIM B KayecTse
aHTUAOTa NPU MHTOKCUKALWM aeTaMUHObeHOM.

B oueHb PEAKMX Clydyasix raMMonaTisi, B YacTHOCTM Tun IgM, MoxeT
NPUBECTM K HEAOCTOBEPHbIM pesysibTaTam®.

B CpaBHeHWe MeTOAOB

ViccnepoBaHus KOpPpensunv BbIMOJTHANM C UCMO/b30BaHWEM 0A0GPEeHHOro
pykoBoacTa CLSI EP09-A310, Cucrema Mindray (Mindray
BS-2800M/peareHT MindrayHDL-C) (y) cpaBHMBanacb C CUCTeMOW
cpaBHeHuss  (Mindray BS-2000/peareHT Mindray HDL-C) (x) ¢
MCMO/Nb30BaHMEM OAMHAKOBbIX 06pasLoB CbIBOPOTKM. CTaTucTUUeckue
AaHHble, NoNyYeHHble NNHeiHOW perpeccuei, NokasaHbl B Tabnuue Huxe*:

- K ' Mpo6a Kﬂﬂ:::: 3°:uu
perpeccun koppensuum (r) (N) (MMOII:?II)
y=1,0063x-0,0124 0,9997 107 0,42-5,92

*Penpe3eHTaTnBHbIe AaHHbIE, Pe3ynbTaTbl, MONyHYEHHbIE Ha PasHblX Mpuéopax u B
Pa3HbIX 1a6OPATOPHSIX MOTYT OTANYATBCS.

WHTepnpeTauus pesynbraTos
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Ha pesynbTaThl MOTyT BAMSITL NIeKapCTBEHHbIE CPEACTBa, 3abonesaHns unn
sHAOreHHble Bellectsa®!l. Ecnn  rpadvk peakuuu OTK/IOHseTCs  OT
HOPMasibHOr0, PEKOMEHAYETCS NPOBECTW MOBTOPHbIA aHanu3 U NpoBepUTHL
pesynbTar.

Mpeny n Mepbl TOp ™

1. Tonbko ANns AMarHoCTUkM in vitro. Ans npoceccuoHansHoro nabopaTopHoro

npyUMeHeHus.

Heo6xoanmMo cobnioaaTe Mepbl NPeAOCTOPOXHOCTM Npy paboTe co BCeMMu

nabopaTopHbIMM peareHTamm.

. Y6eauTech B LUENOCTHOCTM YNaKoBKM Nepes UCrosib3osaHnem Habopa. He

ucnonb3yitTe Habopbl C MOBPEXAEHHOW YyNakoBkoW. Wcknouute

BO3/E/CTBME Ha peareHTbl MPSIMOTO  COJIHEYHOrO CBeTa W WX

3amopaxwuBaHue. [lpuM  HecobNoAEHWM  COOTBETCTBYIOLWMX  YCIOBWIA

XpaHeH sl peareHToB NoJlydeHne KOPPEKTHbIX Pe3yNbTaToB aHannsos He

rapaHTupyeTcs.

Ecnu peareHTbl 6bin HenpeaHaMepeHHO OTKPbITbl 10 MCMOJb30BaHNS,

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

3alLMLLEHHBIMM OT CBETA. B 3TOM ciyyae ux CTabunbHOCTb He OTInyaeTcst

OT CTabWLHOCTM MPY UCMOb30BAHNN.

He ponyckaiiTe cMelWMBaHNs peareHToBs U3 pasHbiX NapThii U hnakoHos.

He ncnonb3yiiTe peareHTbl NOCe UCTEYEHUS UX CPOKa FOAHOCTU W AaTbl

UCMonb30BaHNs. He fonyckaiiTe CMENBaHMS CBEXMX PeareHToB C yxe

UCMOsIb3yeMbIMU.

WN36eraiiTe o6pa3oBaHns NEHbI.

. CneayeT 0XuaaTb MOTepto CTabUILHOCTU AN YXyALEHUe KayecTsa npu

HaZMYMN BUAMMBIX MPU3HAKOB YTEUKM, BbINAAEHWS OCAAKOB MW pocTa

MUKPOOPFraHM3MOB, @ TakxKe €eCin KanubpoBKa WAWN KOHTPONbHbIE

MaTepuanbl He COOTBETCTBYIOT KPWUTEPUSM, YKa3aHHbIM B JWCTKe-

BK/IaAbIWe W/unn ans cuctembl Mindray.

HajexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

HEeco6N0AeHNS MHCTPYKLNIA, NPUBEAEHHBIX B AAHHOM INCTKE-BKNAABILE.

. CoAepxuT KOHCepBaHT. 3anpewaetcs npornatbisate. W3beraiite

KOHTaKTa C KOXeii 1 CIM3UCTbIMK 060N0uKaMM.

Mpw cnyJaiiHoM NonagaHnv peareHTa B rnasa AWM POTOBYIO MOJOCTb, @

TakxKe Ha KOXY HeMeANeHHO 06WNbHO MPOMOiTE MopaxXeHHble y4acTku

60/1bLINM KONMYECTBOM BOAbI. pY HEO6XOAMMOCTM 06paTUTeCh K Bpady

ANS MONYYEHUA MEAULIMHCKOM NOMOLLK.

10.MacnopT 6e3onacHoCTi MaTepuana NpeaoCcTaBnfeTcs NpodeccoHanbHoMY
nonb3oBaTeNio No 3anpocy.

11.YTunusaumns Bcex OTXOAOB AO/XHA MPOM3BOAUTLCS B COOTBETCTBUM C
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MECTHBIMM MpaBuiIaMu.
12.Becb 4enoseuyeckuit MaTepuan cneayeT cyMTaTb  NOTEHUManbHO
MHPEKLMOHHbIM.

13.Bce BbISIBNIEHHbIE PUCKN BbIIN CHKEHbI HACTONIbKO, HACKOJbKO 3TO
BO3MOXHO 6€3 HeraTMBHOrO BIMSIHNSA Ha COOTHOLIEHME MOMb3bl U pUCKa,
06LWMit OCTATOUHbIN PUCK ABNSETCA NPUEMIEMbIM.

14.0 nwobom cepbesHOM WHUMAEHTE, MPOU3OWEAWEM B CBA3U C 3TUM
YCTPOIACTBOM, HEO6X0ANMO COO6LIAaTL NPON3BOANTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPO# OTHOCUTCS NONb30BaTENb W/ WU NaUNEHT.

15.370T Habop COAEPXUT KOMNOHEHTLI, KNaccuduLMpyeMble B COOTBETCTBUM
c PernamenTom (EC) N2 1272/2008 cneayowmm o6pasom.

Mpeay

H317 Mo>KeT BbI3blBaTb anNepruyeckme peakunm Koxu.

Ha12 Oka3blBaeT Bpe/iHoe BO3AENCTBNE Ha BO/IHbIE OPraH13Mbl
C ANUTeNbHbIM 3P PEKTOM.

Mpodunakmmka:

P280 HapeBpaiiTe 3alUTHbIE NEPYaTKM U 3aLUWUTHYIO OAEXAY.

P261 W36eraiite BabIXaHWS TyMaHa/napoB/aspo3onen.

P273 He ponyckaiite nonaaaHns B OKpyXaloLlyto cpeay.

272 He BbIHOCHTE 3apaxeHHylo pabouyio oaexay 3a npeaensi

pabouero mecra.

Mepbl pearmpoBaHus:

P302+P352 NPW NONAOAHNN HA KOXY: O611bHO NpOMOWATE BOAOIA.
TpY BO3HMKHOBEHMM Pa3ApaxXeHNst KOXW AN Cbinn:

P333+P313 o
O6paTtuTech 3a KOHCyNbTaUMel/NOMOLWbI0 K Bpauy.
P3624P364 | CHMMWTE 3apaxenHylo OAGXAY U nocTupaiiTe ee nepea
NOBTOPHBIM CMONb30BaHUEM.
YTunusauus:

YTUNN3NPYITe COAEPXKNMOE/KOHTEHEp B Pa3pelleHHbIX
P501 MecTax c6opa OnacHbIX UK CrelmnanbHbIX OTXOA0B B
COOTBETCTBUM C /1106bIMU MECTHBIMU MPaBUIaMu.
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2024-04, pyccxmii 2-9 P/N: 046-024235-00 (3.0)



HDL-C mindray

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.Wu, Alan HB. Tietz clinical guide to laboratory tests. 4th ed. Elsevier
Health Sciences, 2006; 564-569.

5.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.

6.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.

7.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.

8.CLSI. Evaluation of Precision of Quantitative Measurement Procedures;
Approved Guideline-Third Edition. CLSI document EP05-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2014.

9.Bakker AJ, Mucke M. Gammopathy interference in clinical chemistry
assays: mechanisms, detection and prevention. Clin Chem Lab Med,
2007,45(9):1240-1243.

10.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.

11.Young DS. Effects of Drugs on Clinical Laboratory Tests, 5th ed.
Washington, DC: AACC Press; 2000:3-399,3-415.

YcnoeHble 0603HaueHus

Ce.. [l o

In Vitro Diagnostic Unique device European ConsultInstructions ~ Use-by

medical device identifier Conformity For use date

2024-04, pyccxmii 2-10 P/N: 046-024235-00 (3.0)



HDL-C mindray

Ec [ReP| [LOT] X u

Temperature Catalogue
Manufacturer

Authorized tative i
uthorized representativein o oo er
the European Community limit

AL\

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

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. Bce npaBa
3alMLLeHbl.
MpoussoauTens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Appec: Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
Anpec 31eKTPOHHOM NouTbI: service@mindray.com
Be6-canT: www.mindray.com
Ten.: +86-755-81888998; ®dakc: +86-755-26582680
MpeacrasuTtens B EC: Shanghai International Holding Corp. GmbH
(EBpona)
Appec: Eiffestrape 80, Hamburg 20537, lepmaHus
Ten.: 0049-40-2513175; ®akc: 0049-40-255726

2024-04, pyccxmii 2-11 P/N: 046-024235-00 (3.0)



		2026-02-02T15:15:35+0200
	Moldova
	MoldSign Signature




