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Intended Purpose
In vitro test for the quantitative determination of Triglycerides (TG)
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®*
The triglycerides are esters of glycerol with 3 fatty acids esters. In human
depot fat even-numbered, unbranched monocarboxylic acids with 18 or 16
carbon atoms with or without double bonds predominate, especially oleic
acid and palmitic acid. The triglycerides are thus a mixture of different
triacylglycerols. Like cholesterol, the triglycerides, because of their poor
solubility in aqueous media, are transported in the plasma bound to
apolipoproteins. Triglycerides-rich lipoproteins are the chylomicrons
(exogenous triglycerides derived from the diet) and the very low density
lipoproteins (VLDL), also termed endogenous triglycerides.
Measurement of triglycerides is used for detecting early atherosclerosis risks,
classification of hyperlipoproteinemia and monitoring the clinical effect of
drugs or low-fat diet. High triglyceride levels often lead to liver or kidneys
disease, diabetes and pancreas disease.
Assay Principle
Glycerokinase Peroxidase-Peroxidase (GPO-POD) Method
Lipase
Triglycerides + 3H,0=———— Glycerol + fatty acid
GK
Glycerol + ATP == Glycerol-3-phosphate + ADP
GPO
Glycerol-3-phosphate + Oz = Dihydroxyacetone Phosphate + H202
POD
H,0, + 4-Aminoantipyrine + DHBS <~ Quinoneimine + HCl + 2H,0
Through a sequence of enzymatic catalysis steps by lipase, Glycerokinase
(GK) and Glycerol-3-phosphate-oxidase (GPO), triglycerides is catalyzed to
yield H»0,. Catalyzed by peroxidase (POD), the H20: reacts with
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4-aminophenazone and DHBS to yield a colored dye of quinoneimine. The
absorbency increase is directly proportional to the concentration of
triglycerides.

C
Tris buffer 34.3 mmol/L
Magnesium acetate 11.2 mmol/L
4-Aminoantipyrine 0.5 mmol/L
Do 2y dOYESITT 05 mma
R: ATP 1.8 mmol/L
Lipoprotein lipase >1 KU/mL
Glycerol-3-phosphate-oxidase >3 KU/mL
Peroxidase >3 KU/mL
Glycerokinase >0.5 KU/mL
ProClin300 0.03%

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 21 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
2 days at 15-25°C
10 days at 2-8°C
1 year 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

R is ready to use.

Please perform scheduled maintenance and standard operation including

calibration and analysis to assure the performance of measurement system.

Materials required but not provided

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

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

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

Assay procedure

Parameters Item BS-800 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 10 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 (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 21 days on BS-800 chemistry
analyzers. The calibration stability may vary in different instruments,
each laboratory should set a calibration frequency in the instrument
parameters appropriate to their usage pattern.
Recalibration may be necessary when the following occur:
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« 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 TG concentration of each sample automatically after

calibration.

Conversion factor: mg/dL x 0.0113=mmol/L.

Dilution

If the value of sample exceeds 12.5 mmol/L, the sample should be diluted

with 9 g/L NaCl solution (saline) (e.g. 1+2) and rerun; the result should be

multiplied by 3.

Expected values’

Sample Type Units
Normal <1.70 mmol/L
Borderline High 1.7-2.25 mmol/L
Serum/Plasma )
High 2.26-5.64 mmol/L
Very High 25.65 mmol/L

The expected value is provided from reference, Mindray has verified it by
163 serum samples of people from China.

2024-04, English 1-4 P/N: 046-024159-00 (3.0)



TG mindray
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 Triglycerides Kit has an analytical sensitivity of 0.1 mmol/L on BS-300.
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 0.1-12.5 mmol/L

A high TG concentration sample (approximately 12.5 mmol/L) is mixed with
a low concentration sample (<0.1 mmol/L) at different ratios, generating a
series of dilutions. The TG 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 0.1-37.5 mmol/L.

B Precision

Precision was determined by following CLSI Approved Guideline EP05-A38,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-300 are summarized below*.

Specimen Type Mean Rse:eatablllty ;Nblthln-Lab
N=80 mmol/L L o
( ) ( /L) (mmol/L) Vv % (mmol/L) cV %

Control Level 1 1.21 0.01 0.82 0.02 1.55

Control Level 2 2.97 0.04 1.21 0.04 1.47

*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-300 are summarized below*.
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Interfering Interferent Analyte Relative
[ ration C ration Deviati
Hemoglobin 500 mg/dL 1.00 mmol/L +5.98%

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

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

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A31°, The Mindray System (Mindray BS-2000/Mindray TG Reagent) (y)
was compared with comparison system (Roche cobas c701/ Roche TG
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=1.0312x+0.066 0.9993 100 0.39-12.25

*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
sunlight and freezing. The results can’t be assured when stored at
inappropriate condition.

4. If unintentionally opened before used, store the reagents tightly capped
at 2-8°C and protected from light, and the stability is equally to in-use
stability.

5. Do not mix reagents with different lots and bottles.
Do not use the reagents beyond the expiration date and the in-use date.
Do not mix fresh reagents with in-use reagents.
Avoid the formation of foam.

6. Instability or deterioration should be suspected if there are visible signs

of leakage, precipitates or microbial growth, or if calibration or controls
do not meet the insert and/or the Mindray System criteria.
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. 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:

~N

-3

©

Warning

H317 May cause an allergic skin reaction.

Preventio

P280 Wear protective gloves and protective clothing.

P261 Avoid breathing mist/vapours/spray.

P272 Contaminated work clothing should not be allowed out
of the workplace.

Response:

P302+P352 | IF ON SKIN: Wash with plenty of water.
If skin irritation or rash occurs: Get medical advice/
attention.

P362+P364 | Take off contaminated clothing and wash it before reuse.
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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.
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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TG
Ha6op ans onp TPUr
GPO-POD metop

¢dop Aansa ogop

N2 kar.

Pa3mMep ynakoBku

105-000821-00
105-000860-00
105-001596-00

R: 4x40 mn
R: 6x40 mn
R: 6x60 mn

LieneBoe Ha3HaueHue
AHanus in vitro ANA  KONU4YeCTBEHHOro onpeaeneHns KoHueHTpauuu
Tpurnuuepuaos (TG) B CbIBOPOTKE M nNnasMe KpOBM 4YenoBeka Ha
BroxmumMmyecknx aHanusatopax Mindray cepuu BS. AHanus npeaHasHadeH
ANA  NPOrHO3MpPOBaHMUA pUCKa BO3HMKHOBEHUSI CepAeYHO-COCYyAUCTbIX
3a6onesaHuit.
KpaTtkas cnpaBka'™*
Tpurnvuepuabl NpeacTaBnsloT coboit acbupbl ruLepuHa ¢ acbupaMm Tpex
XKWUPHbBIX  KUCNOT. B XKUPOBBIX OT/IOXKEHUAX Yenoseka npeoﬁnal:laro'r
HepasBeTB/IeHHbIE MOHOKapGOHOBbIE KUCIOTbI C YETHbIM UMCTIOM aTOMOB
yrnepoaa (18 wunu 16), ¢ ABOWHBIMKU CBA3SIMM UK 6€3 HUX, B 0CO6EHHOCTU
O/leNHOBas M NanbMUTUHOBAs KUCIOTbl. TakuM 06pasoM, TpUraMuLepuabl
NPeACTaBNsAoT COBOW CMeCh PasnuuHbIX TPUaALMArIMLEpUHOB. MoaobHo
XONecTepuHy, BCNEACTBME NNIOXOM PacTBOPUMOCTM B BOAHOM cpeae
TPUrAMUEPUAbI  TPaHCMOPTMPYloTCA B MnasMe B CBA3ke  C
anonunonpoTenHamn. JIMNONpoTenHbl, OBOraleHHble TPUrIMLepuaamm,
NPeACTaBNsAOT — COBOW  XWIOMWKPOHbI  (3K30TeHHble  TpUrIMLEepuabl,
noNyYyaeMble U3 MULLK) M IMNONPOTENHBI O4EHb HU3KOM NAoTHOCTM (JINTOHIMT),
TakKe Ha3blBaeMble SHAOMeHHBIMW TPUFNNLEPUAAMM.
V3MepeHne TpUrNNLEpHAOB MCMONb3YeTCs AN BbISBNIEHUS pUCKa paHHero
aTepockneposa, OUEHKM  [WNepiUMonpoTeMHEMUM M MOHUTOPWHra
K/MHMYeckoro a¢ddekTa NpenapaTos WM AWETbl C HU3KUM COAepXaHWeM
XWPOB. BbICOKMi4 ypOBEHb TPUIIMLEPUAOB YacTo NPUBOANT K 3a6onesaHnaM
noyek, NoaXeNyoUHoI Xenesbl u aAnabety.
MpuHUMN aHanusa
MeToa rnvuepoknHasa-nepokcmaassl — nepokcnaassl (GPO-POD)
Nvnasza

Tpurnvuepmabl + 3H,0 == [IMLEPUH + KMPHasi KUCTOTa

GK
FAvuepuH + ATP S——— [nuuepuH-3-docdar + ADP
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GPO

Fnvuepwn-3-cdocdat + Oz = Avrnapokeunauetondocdar + H202
POD (nepokcuaasa)

H20; + 4-aMuHoaHTMNUpuH + DHBS S=—"xuHoHumMuH + HCl + 2H,0
MocpeacTsom nocnenoBaTeNnbHOCT CTaanii (hepMeHTaTMBHOrO  KaTanusa
nvnasoit, rnuuepokuHasoit (GK) u rnuuepuH-3-docdaTtokcuaasoit (GPO)
TPUrAMUEpuAbl KaTanusnpyroTcs ¢ obpasosanuem H»0,. Katanusmpyembiit
nepokcuaasoin (POD) H;0 BCTynaeTt B peakuuio ¢ 4-aMMHO(EHa30HOM 1
DHBS ¢ o06pa3oBaHWeM OKpAaLIEHHOr0 XMHOHWMWHA. YBenuyenue
NOrNOLEHNs NPSIMO MPOMNOPLMOHANBHO KOHLLEHTPaLUU TPUIMMLEPUAOB.
PeareHTbl u Tbl

Tpuc-6ydep 34,3 mmonb/n
Auetat MarHus 11,2 mmonb/n
4-aMUHOAHTUNUPUH 0,5 mmonb/n
HaTtpuesas conb
3,5-AnXxnop-2-ruapoKkCcn6eH301CyNbPOHOBO M 0,9 mmonb/n
kucnotbl (DHBS)
R: ATP 1,8 MMonb/n
JlunonpoTtenHoBas nunasa > 1 kEa./mn
FnvuepwH-3-docdatokcnaasa > 3 kEa./mn
Mepokcuaasa > 3 kEa./mn
FnuuepoknHasa > 0,5 kEa./mn
ProClin300 0,03%

XpaHeHune 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.

Tpu UCrMONb30BaHNM B @HanM3aTope peareHTbl CTabuibHbl B TedeHue 21
CYTOK NpU XpaHeHUN B OXNIaXAEHHOM COCTOSHMN Ha aHann3aTope.
Heo6xoanmo nsberatb 3arpssHeHus.

He 3amMopaxuBaiite peareHT.

OT160p M NnoarotoBka o6pasuyos

® Tunbl o6pasuos

B KayectBe Npo6 MOXHO MCTMONb30BaTh  CbIBOPOTKY, MAasMy C
nuTUit-renapuHom n K-OOTA.
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® MoaroToBKa nepea aHannM3oM
1.Heo6x0aMMO MCNONb30BaTL NOAXOASALIME NPOBUPKU MU KOHTEHepbI Ans
cbopa npo6 1 cnegoBaTb MHCTPYKUMSIM M3roToBuTens; wusberatb
BO3/1€CTBUSA MaTeEpManos NpobUpoK MK Apyrx KoHTeiHepos aAns cbopa
npo6.
2.Mpo6bl, coaepxaluve 0cafok, nepes NposeeHneM aHannsa Heobxoanmo
ueHTpudyruposats.
3.06pasubl nocne cbopa U npeasapuTenbHoii ob6paboTku cneayer
NpoaHann3npoBaTh Kak MOXHO CKopee.
® Cra6unbHOCTb Npo6
2 pHAa npu 15-25°C
10 aHeit npu 2-8°C
1 roa npu (-25)-(-15)°C>
,CU‘H Gonee ANUTENBHOIO XpaHeHus Hposbl HSOSXO[JMMO 3aMopaxwusaTb Npu
Temnepatype (-20°C)6. Tpe6oBaHusi K CTabunbHOCTM 06pasuos 6biin
YCTaHOBNEHbl M3roToBUTENEM VI/VIﬂVI OCHOBaHbl Ha 3TanoHax, Kaxaas
naGopaToDVls! AOMKHa yCTaHaBIMBaTb CBOWM CO6CTBEHHbIE Kputepuun
cTabunbHOCTM 06pasLoB.
MoaroToBka peareHToB
R — roToB K MCronb3oBaHm1io
BbiNonHAiTe NnaHoBoe TexHWYeckoe O6CIyXMBaHME U CTaHAapTHble
onepauuy, BKItoyas KanubpoBKY M aHann3 CUCTeMbl, YTO6bI rapaHTMPOBaTL
paboToCcNOCO6HOCTL aHANNTUYECKOI CUCTEMBI.
Heo6xoanMble MaTepuasnbl, KOTOpbie He NpeACTaB/eHbl B
Ha6ope
1.06bI4Hble nabopaTopHble MaTepuanbl: PactBop NaCl B KOHUEHTpauuu
9 r/n (busnonoruyeckuii pacteop), AUCTUNIMPOBaHHAs/ AEMOHU30BaHHas
BoAa.
2.Kanu6patop 1 KoHTponb: O3HaKOMbTECb C pasAenioM WHCTPYKUWKM No
NPUMEHEHNIO peareHTos «Kanubposka 1 KOHTPOSb Ka4yecTsa».
3.Xumnyeckne aHanusatopbl Mindray cepun BS u nabopatopHoe
060pyAoBaHMe 0BLLero HasHaueHus.
MeToanka KONMYECTBEHHOrO aHanusa
XnUMUYeckue aHanmsatopb!

MNapameTpbl BS-800
Tun aHanusa KoHeuHble Touku
AnuHa BONHbI 505/700 HMm

(nepBuUYHasn/BTOpUYHAsN)
HanpasneHue peakuun Ysenuuerue
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R 200 mkn
Cmeluaiite, uHKy6upyiite npu 37°C B TeueHune 1-2 MuH, onpeaenvte
nornoweHune Al, 3atem gob6asbTe:

Mpo6a unn kanubpaTtop 2 Mkn
TwaTenbHo nepemelaiite, MHKy6upyiTe npu 37°C B TedeHne 10 MuH,
onpeaenuTe nornouiexHne A2,
3atem paccuutaiite AA=(A2-Al)

MapameTpbl MOryT OT/IMYATLCS Ha PasHbIX XMMUHYECKUX aHannsatopax, npu
HEO6XOANMOCTM WX  MOXKHO  MPOMOPUMOHANEHO  KOPPeKTUpPOBaTh.  [inst
XUMUYeCKMX aHanusaTtopos Mindray cepuu BS napameTpbl Ansi peareHToB
npeaocTaBnsiOTCA  No  3anpocy. OB6paTMTeCcb K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCMlyaTauumn STUX aHanusaTopos.

Kanu6poska

.PekomeHayeTcs  mcnonb3osaTb kanubpatop Mindray (CblBOPOTOYHBIN
MynbTukanuépaTtop: 105-001144-00 wnn  Apyrve  noaxoAsiwme
kanuépatopbl) 1 9 r/n NaCl (¢pu3pacTsop) ANst ABYXTOYEYHOW KanMbpoBKH.
MHdopMaLmio 0 npocnexnsaemMocti CbiBOPOTOHHOTO My/bTUKanubpaTopa
Mindray cM. B MHCTPYKUMM MO MCTIONb30BaHWIO KanubpaTopa KoMnaHum
Mindray.

2.YacTtoTa KanmbpoBKu

KanubpoBka xummuyeckux aHanvsatopoB BS-800 ctabunbHa B TeyeHue

npuénusmtensHo 21 cyTok. [Ns pasHbiX MNpU6OpoB CTabUNbHOCTb

KanubpoBKM MOXET OTAM4aTbCsi, Kaxaoi naGopatopun — cneayet

YCTaHOBUTb YacTOTy KanubpoBKM B NapameTpax npuéopa B COOTBETCTBUM

CO CBOMM PEXMMOM MCMO/b30BaHMS.

MoxeT MoHafo6uTbCA MOBTOPHas KanuGpoBka MpU  BO3HUKHOBEHUM

cneayiowmx o6CToATeNbCTs:

« Mpu N3MeHeHUM NapTHM peareHTa.

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

« Mpu  BLINOJHEHMM  KOHKPETHOW Mpoueaypbl MO  TeXHUYECKOMy
06CNYXMBAHMIO WIM  YCTPAHEHMIO HENCNPaBHOCTU  BHUOXMMUYECKMX
aHanu3aTopos.

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

KoHTponb kauecTsa

1.PekoMeHAyeTCa MCnonb3oBaTh KOHTPONb Mindray (KnuHMKo-XuMUYeckuii
MynbTUKOHTpONb:  105-009119-00, 105-009120-00 wnu  gpyron

-
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NOAXOASILUMIA KOHTPO/IbHBIA MaTepuan) Ans nposepku 3(deKTUBHOCTM
npoueaypbl M3MepeHusi; [OMOSHUTENIbHO MOXHO WCMO/b30BaTb Apyrue
noaxoasaune KOHTpPObHbIE MaTepuanbl.

Z.PEKOMEHIJ\/ETCH NCNoNb30BaTh ABA YPOBHA KOHTPO/IbHbIX MaTepunanos Ans
aHanusa Kaxaoi naptum npo6. Kpome TOro, KOHTPO/bHbIA MaTepuan
cneayeT aHannsnposaTb AN Ka)KIZlOVI HOBOW KaﬂVIGpOEKVI, Kaxa0ro HoBoro
KapTpuaxa C peareHtamMmm W nocne onpeAeneHHOro TexHW4Yeckoro
06CNyXnBaHNA UM YCTPaHEHNS! HEUCNPaBHOCTel, Kak Noapo6HO onncaHo
B COOTBETCTBYHOLWEM PYKOBOACTBE MO 3KCNAyaTauun CUCTEMbI.

3.B kaxpoit nabopatopuu cnefyeT YCTaHOBUTb COBCTBEHHYI CXeMy
KOHTPONSA KayecTsa 1 NOPSAOK BbINOSIHEHUS KOPPEKTUPYIOWMNX AeACTBUIA,
€CNn  KOHTPOJibHble MaTep He BOCCT: OTCSA B npeaenax
A0NyCTUMBbIX OTKJIOHEHUIA.

Pacuer

AA=(A2-A1) obpasua nnn kanubpatopa.

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

Xumnyeckuit aHanusaTtop cepum BS onpeaensier U3MeHeHwWe nornoweHns

(AA) 1 aBTOMaTUYECKMU pacCYuUTbIBAET KOHLEHTpaumio TG Ans Kaxaoi npobbl

nocne Kanu6poBKw.

KoaddurumeHT nepecyeta: mr/an x 0,0113 = mmonb/n.

PaszBepeHne

Ecnu 3HayeHve npobbl npeBbilwaer 12,5 MMonb/n, npoby Heo6xoAuMO

passectu pactBopoM NaCl B koHueHTpauuu 9 r/n (¢dwu3pacTBopom)

(Hanpumep, 1+2) W MOBTOPWUTb aHanu3; MONYYEHHbI pesynbTaT

YMHOXaeTcs Ha 3.

PacueTHble 3HaueHns’

Tun npo6bl EnuHmubt
HopmanbHbliit < 1,70 mmonb/n
MorpaHnYHbIi BbICOKUI 1,7-2,25 mmonb/n
CblBOpoTKa/MNasMa N
Bbicokuin 2,26-5,64 mmonb/n
OueHb BbICOKMIA > 5,65 MMonb/n

Oxwnaaemoe 3HaueHMe MoslyyeHo NpU UCMoNMb30BaHUM 3TanoHa, KOMNaHus
Mindray noaTtBepauna ero Ha 163 npo6ax CbIBOPOTKM, B3STbIX Yy NntoAei us
Kutas.

Kaxnaas nabopaTtopus A0NXHa yCTaHOBUTL CBOW COBCTBEHHbIE PedepeHCHble
VHTEPBaibl B 3aBUCMMOCTU OT €€ KOHKDETHOTO DacrofOXKeHUs 1
NOMY/SIUMOHHBIX XapaKTEPUCTMK, MOCKOSbKY MPEAMoNaraeMble 3HaueHus
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MOTyT OTINM4aTbCA B 3aBUCMMOCTM OT reorpacuu, pacsl, nona u sBospacra.
Pa6oune xapaKTepucTukm
B AHanu Y
AHanutnyeckas YYBCTBUTENBbHOCTb Ha60pa ansa onpeaenennsa
TpUrnMuepuaos Ha avanusatope BS-300 cocrasnser 0,1 mMmonb/n.
AHanutnyeckas YYBCTBUTENBHOCTL  OF TCA Kak
KOHUEeHTpauusa aHanuta, no KOTODO;W MOXHO OTNUYUTL 06pa3eu, He
COﬂep)KaLLlVlVl 3TOT aHanut. OHa PacCcynTbIBAETCA KakK 3HayeHue, Ha 3
CTaHAAPTHbIX OTKIOHEHUA NP ulee cpeaHee ', Nony4YyeHHoe
13 20 MOBTOPHbIX aHanu30B Npobbl, He CoAEepXallero aHanusupyemoro
BelecTsa.
B [uanasoH usmepeHuin
Cuctembl Mindray cepuv BS obecneumBaloT cneaylowmii  AvanasoH
JIMHerRHoCTH:

Tun npo6bi

CbiBOpOTKa/nnasma 0,1-12,5 mmonb/n

CMmelwaiiTe npoby C BbICOKOW KOHUeHTpauueir TG (NpubnusutenbHo
12,5 MMonb/n) ¢ npoboit C HWU3KOIM KoHUeHTpauumeir (< 0,1 MMonb/n) B
pasHbIX COOTHOWEHWAX ANS MONYYEHUs Cepumn passeseHuii. KoHueHTpaumns
TG Kaxaoro passeAeHWs OnpeaenseTcs C MoMowWblo cucTembl Mindray,
JIVMHENHOCTb AEMOHCTPUPYETCs € KoadduUmMeHToM koppensuun r = 0,990.
Pernctpupyembiii AnanasoH coctasnset 0,1-37,5 MMonb/ 1.

B MpeunsmoHHOCTb

TMpeUnsMoHHOCT OMpeAeNsinace C MOMOLLbIO CIEAYIOLLEro 0A06PEHHOMo
CLSI pykosoacTsa EP05-A38, kaxaas npoba aHanuanposanack no 2 pasa 3a
oAHy o6paboTky, 2 o6paboTkm B cyTku, Bcero 20 cyTok. [aHHble
NPELM3MOHHOCTU KOHTPO/IbHbLIX MaTepuanos Ha BS-300 npuseaeHb! Huxke*.

Tun Yy
o6pasuos Cpeatee SD SD
MMOnb/n L) L)
(N=80) ( /) (MMonb/n) €V % (Mmonb/n) cv %
KoHTponbHbid ) 0,01 0,82 0,02 1,55
ypoBeHb 1
KorTponbhbit - o, 0,04 1,21 0,04 1,47
YpoBeHb 2

*PerpeseHTaTHBHbIe AaHHbIE, Pe3y/bTaTbl, N0MyYeHHbIE Ha PasHbix NpUeopax u B
PasHblx 1a60PaTOPUSX MOIYT OTINYETHCS.
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B AHanuTMueckas cneunduUUHOCTb

Mpobbl € pasNMuHOl KOHUEHTpauuel MHTepdepupyloLlero BellecTsa
roToBmMan nytem uoﬁaanerwm Mewlaioulero BewecTsa K nynam yenoseyeckon
CbIBOPOTKM, ¥ OTCYTCTBMEM 3HAYMMOIO Mellaruero EO3}J€VICTEVI5| c4ymTanoce
BOCCTaHOB/NeHMe B npeaenax + 10% OT COOTBETCTBYIOWErO KOHTPOIbHOMO
3Ha4YeHus.

He Haﬁ}'lloﬂa}'ll’l 3Ha4YMMoro mewaroulero EOSﬂeIZCTBIAﬂ YKasaHHbIX Aanee
BelecTs Npu ucoeaoBaHUAX BMecTe C HUMWU C MCNOJb30BaHueMm ﬂaHHOﬂ
MeToaonoruu. [laHHble UCCNeaoBaHWs MellarlWwmx Matepuanos Ha BS-300
npueeaeHbl HVI)KE*.

Tpauusi OTHOCK
Belecrso KOHUeHTpaumsa aHasmTa
Femorno6uH 500 mr/an 1,00 mmonb/n +5,98%

*PenipeseHTaTUBHbIE AaHHbIE, PE3YTbTaTb!, MONYYEHHbIE Ha PasHbIX MPUGOPax U B
Pa3HbIX 1aBOPATOPUSIX MOIYT OTANYATBCS.

B oueHb peakux cnyydasx rammonaTus, B 4acTHOCTU Tun IgM, MoxeT
NpuBEeCTN K HEAOCTOBEPHbLIM peEyﬂbTaTaMg.

B CpaBHeHWe MeTOAOB

ViccnepoBaHus KOPpensunu BbINOHANM C UCTO/b30BaHWEM 0A0BGPEHHOro
pykoBoacTea CLSI EP09-A310, Cuctema Mindray (Mindray BS-2000/peareHT
Mindray TG) (y) cpaBHWMBanacb C cuUcTeMoi cpaBHeHusi (Roche cobas
c701/peareHT Roche TG) (X) C Mcnonb3oBaHMEM OAMHAKOBbIX 06pasLoB
CbIBOPOTKY. CTaTUCTUYECKME AaHHBIE, NONYYEHHbIE JIMHEIIHON perpeccuen,
nokasaHbl B Tabnuue Huxke*:

Y K L
perpeccumn Koppensauum (r) (N) (MMonb/n)

y = 1,0312x+0,066 0,9993 100 0,39-12,25
o] AakHHble, , y Ha pasHbix nB

Pa3HbIX 1a6opaTopuUsX MOryT OTINYATLCS.

WHTepnpeTtauus pesynbTaTos

Ha pesynbTaTbl MOryT BAUSTL NIEKApCTBEHHbIE CPEACTBA, 3a60NeBaHUs WK

sHAoreHHble BeulectBa®!l, Ecnn  rpadmK peakuMn OTKMOHSIETCS  OT

HOPMa/IbHOrO, PEKOMEHAYETCS MPOBECTU MOBTOPHBIA aHanu3 U MPoBepUTL

pesyneTar.

MNMpeaynpexaeHns U Mepbl NPEAOCTOPOXKHOCTH

1. Tonbko Ans  AMarHoCTMKM in  vitro. [Ans  npodeccroHanbHoro
NabopaTopHOro MPUMEHEHNS.
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Heo6xoanmo cobnioaats Mepbl NPeAOCTOPOXHOCTY Npu paboTe co Bcemmn

nabopaTopHbIMK peareHTamMu.

. Y6eanTech B LLENOCTHOCTU YNakoBKy nepes Ucrnosb3osaHneM Habopa. He

ncnonb3yite Habopbl C MOBPEXAEHHOW YNakoBkOW. WcknouyuTte

EOSIJEVICTEVIE Ha peareHTbl npAMOro CONHEYHOro ceeTa n nx

3aMopaxwBaHue. [pu HecoboaeHMN  COOTBETCTBYIOWIMX  YCIOBWIA

XPaHeHUsi peareHToB NoJsly4eHne KOPpPeKTHbIX pe3ynbTaToB aHalin30B He

rapaHTupyeTcs.

Ecnn peareHTbl 6binn HenpeaHaMepeHHO OTKPbITbl A0 MCNONb30BaHWUSA,

XpaHUTe WX TMNOTHO 3aKpbiTbiIMM Mpu  TemnepaTtype 2-8°C u

3aluMLIEHHbIMUK OT CBETa. B atom cny4vae nx CTabUNbHOCTb He OTIMYaeTCs

OT cTabunbHOCTU NpY NCNONTb30BaHUN.

He uonchaVlTe CMelnBaHNA peareHToB U3 pasHbIX nap'rw? n d)ﬂaKOHGE.

He VICHOﬂbHyﬁTe peareHTbl NOCNe UCTEYEHUS UX CPpOKa roAHOCTU U AaTbl

W“cnonb3oBaHus. He nonyckaﬁrre CMELVBAHUA CBEXWNX peareHToB C yxe

NCNONb3yEeMbIMU.

WN36eraiite 06pasoBaHns NeHbI.

. Cnel:lye‘r 0XuaaTb NoTepro cTabunbHOCTU Unn YXyAwWweHne KayecTtsa npu

HaZMuMN BUAMMBIX MPU3HAKOB YTEUKM, BbINAAEHWS OCAAKOB MW pocTa

MUKPOOPraHM3MOB, @ TakxKe €eCnn KanubpoBKa WM KOHTPObHbIE

maTepuanbl  He  COOTBETCTBYIOT ~ KPUTEPUAM,  yKa3aHHbIM B

NNCTKe-BKNAAbIWE W/unn Ans cuctembl Mindray.

HajexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

Heco610AeHNs MHCTPYKU NI, NPUBEAGHHBIX B AAHHOM INCTKe-BKNaAbIWE.

. ConepXxuT KOHCepBaHT. 3anpellaeTcs npornaTtbiBaTh. M3beraiite

KOHTaKTa C KOXeii 1 CIM3UCTbIMK 06onouKamMu.

Mpw cnyyaiiHOM NonagaHun peareHTa B rnasa UAW POTOBYIO NOJOCTb, @

TaKkxKe Ha KOXY HeMeANeHHO O6WIbHO MPOMOIiTe MopaXeHHble y4acTku

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

ANS MONYYEHUA MEAVLIMHCKOM NOMOLLK.

10.MacnopT 6e30nacHoCTV MaTepuana NpeaoCTaBnseTcs NpodeccuoHanbHoMy
nonb3oBaTeNio Mo 3anpocy.

11.YTUnusaumns Bcex OTXOAOB AO/XKHA MPOM3BOAUTLCS B COOTBETCTBUM C
MECTHBIMW NpaBuaamMu.

12.Becb 4enoBeveckwit MaTepuan CNneayeT CuuTaTb  MOTEHUMabHO
MHMEKLNOHHbIM.

13.Bce BbIsIBNIEHHbIE PUCKM BbUIM CHXKEHbI HACTONbKO, HACKOMbKO 3TO

BO3MOXHO 6€3 HEeraTMBHOTO B/IMSIHMS HA COOTHOLLEHNE MONb3bl U PUCKa, 1

06LWMNIt OCTATOUHBIN PUCK ABNSAETCA NPUEMIEMbIM.
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14.0 no6oMm cepbesHOM WHUWAEHTe, npousoleswemM B CBA3M C 3TUM
YCTPOWCTBOM, HEO6X0AMMO CO06LLaTL NPOM3BOANTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTOPOI OTHOCWUTCS NMOJSIb30BaTeNb W/WAW NaLWNEHT.

15.370T Habop COAEPXUT KOMNOHEHTLI, KNaccudunLMpyeMble B COOTBETCTBUM
c PernamenTom (EC) N2 1272/2008 cneayrowmm o6pasom:

Npeay

H317 | MO>eT BbI3blBaTb anNepruyeckme peakum KoXu.
Mpodunakmmka:

P280 HapesaiiTe 3alluUTHbIE NepyYaTKu 1 3aLLUTHYIO OAeXAY.
P261 W36eraiite BabIXaHWs TyMaHa/napoB/aspo3onei.

272 He BbIHOCHUTe 3apaxeHHyto pabouyio oaexay 3a

npegenbl paboyero Mecra.

Mepbi pearmposaHus:
P302+P352 NP NONALAHUM HA KOXY: O6unbHO NpoMoiiTe BOAOM.
TPy BO3HMKHOBEHUN Pa3APaKeHNsi KOXM UK Cbini:

P333+P313 o
O6paTuTech 3a KOHCY/bTaLnelil/NoMOLLbI0 K Bpayy.
P3624P364 | CHUMWTE 3apaxenHyio OAGXKAY U nocTupaiiTe ee nepea
NOBTOPHBIM MCMONb30BaHUEM.
YTunusaums:

YTUAU3NPYIATE COAEPKNMOE/KOHTEHED B Pa3pellieHHbIX
P501 MecTax c60pa OMacHbIX UM CreLuanbHbIX 0TXOA0B B
COOTBETCTBUM C N106bIMU MECTHBIMU MPaBUiaMm.
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YcnoBHble 0603HaueHus

Ce.. [l o

InVitro Diagnostic  Unique device European ConsultInstructions ~ Use-by
medical device identifier Conformity For use date
Authorized representative in Temperature Catalogue
Batch Code
the European Community limit Manufacturer 1 mper

Az
~d4i-
AN
a
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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