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cat. NoLocation: Moldovapackage size

105-000850- b X1xR20 mL

105-000889»3@[OLD0VAE:"Z&?§E\‘FmﬁxE mL

105-001625-00 R1: 4x48 mL + R2: 4x12 mL
Intended Purpose
In vitro test for the quantitative determination of total bilirubin
concentration in human serum and plasma on Mindray BS series chemistry
analyzers. It is intended to be used for aiding to diagnose and monitoring
hepatobiliary diseases, diagnosis and monitoring of neonatal jaundice.
Summary®?
Bilirubin is formed in the reticuloendothelial system during the degradation
of aged erythrocytes. The heme portion from hemoglobin and from other
heme-containing proteins is removed, metabolized to bilirubin. Once formed,
bilirubin is transported to the liver bound to albumin. This fraction of
bilirubin is referred to as indirect or unconjugated bilirubin. In the liver,
bilirubin is conjugated to glucuronic acid (mono- and diglucuronides) to form
conjugated bilirubin by the enzyme uridyl diphosphate glucuronyl
transferase. Conjugated bilirubin or direct bilirubin is excreted via the biliary
system into the intestine, where it is metabolized by bacteria to a group of
products known collectively as stercobilinogen. Elimination is almost
complete and serum levels are normally negligible.
Total Bilirubin is the sum of direct Bilirubin and indirect bilirubin. Bilirubin
measurements are used in the diagnosis and treatment of liver, hemolytic,
hematological, and metabolic disorders, including hepatitis and gall bladder
block. Determination of both total serum bilirubin and direct bilirubin
(water-soluble bilirubin derivates such as mono and diglucuronides) may
help in the differential diagnosis of jaundice.
Assay Principle
Diazotized Sulfanilic Acid (DSA) Method

H*, Surfactant

Bilirubin + Diazo salt Azobilirubin
By using a special surfactant to accelerate the solubility of conglutinated
bilirubin, total bilirubin with diazo salt at an acid condition to form a red
product of azobilirubin. The absorbency increase is directly proportional to
the concentration of bilirubin.
Reagents Components
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R1: Sulfamic 110 mmol/L

Hydrochloric acid 10 g/L

R2:
3,5-Dichlorophenyldiazonium tetra fluoroborate 0.196 g/L

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 40 days when refrigerated on
the analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
® Specimen types
Serum, 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.
4.Protect specimens from exposure to light.
® Sample Stability (prevent exposure to light):
1 day 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)* 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.
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Assay procedure

Parameters Item BS-800 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 546/605 nm
Reaction direction Increase
R1 200 pL
Sample or Calibrator 3L
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 (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 40 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:
« 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.
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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) x C calibrator.
The BS series chemistry analyzer detects the change of absorbance(AA) and
calculates the Total Bilirubin concentration of each sample automatically
after calibration.
Conversion factor: mg/dL x 17.1 = pmol/L.
Dilution
If the value of sample exceeds 600 pmol/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
Serum/Plasma Adults < 23.0 pmol/L
The expected value is provided from reference, and Mindray has verified it
by 160 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 Bilirubin Total Kit has an analytical sensitivity of 1.7 umol/L on BS-800.
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.
® Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 1.7-600 pmol/L
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A high concentration sample (approximately 600 pmol/L) is mixed with a low
concentration sample (< 1.7 pmol/L) at different ratios, generating a series
of dilutions. The Total Bilirubin 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 1.7-3000 pmol/L.
m Precision

Precision was determined by following CLSI Approved Guideline EP05-A36,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-800 are summarized below *.

Specimen Type Mean Rsegeatablllty :lDuthm-Lab
N=80 mol /L L o
( ) (umol/L) @mol/ty V% (umoiry V%

Control Level 1 18.71 0.22 1.17 0.43 2.28

Control Level 2 92.76 0.94 1.01 2.21 2.38

*Representative data, results in different instruments, laboratories may vary.
B 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-800 are summarized below.

Interfering Interferer_lt Analyte_
Substance Concentration Concentration
(mg/dL) (pmol/L)
Ascorbic acid 10 81.07
Intralipid 1000 81.59

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

m Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A38. The Mindray System (Mindray BS-2000/Mindray Bil-T Reagent) (y)
was compared with comparison system (Roche cobas c701/Roche T-Bil
Reagent) (x) using the same serum specimens. The statistical data obtained
by linear regression are shown in the table below *:
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Regression Fit Correlation Sample Concentration
gressi ! C ) (N) Range (pmol/L)
y=0.9631x+4.7111 0.9976 100 2.94-544.24

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

Result interpretation

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

substances’?. 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.

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
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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:

<&

Danger
H314 | Causes severe skin burns and eye damage.
Prevention:
P260 Do not breathe mist/vapours/spray.
Wash all exposed external body areas thoroughly after
P264 "
handling.
Wear protective gloves, protective clothing, eye
P280 N "
protection and face protection.
Response:
’3)032?)330 IF SWALLOWED: Rinse mouth. Do NOT induce vomiting.
P303+P361 IF ON SKIN (or hair): Take off immediately all
+P353 contaminated clothing. Rinse skin with water/shower.
P305+P351 IF.IN EYES: Rinse cautiously with vwater for several
minutes. Remove contact lenses, if present and easy
+P338 N o
to do. Continue rinsing.
Immediately call a POISON CENTER/doctor/physician/
P310 " N
first aider
P363 Wash contaminated clothing before reuse.
P304+P340 IF INHALED: Remove Person to fresh air and keep
comfortable for breathing.
Disposal:
Dispose of contents/container to authorised hazardous
P501 or special waste collection point in accordance with any
local regulation.
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Graphical symbols

Ce. [ &

In Vitro 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

N
’.Y
&
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ans onp pPY C €
o6uwero, DSA meTtoa 0123
op Ans ogop
N2 kar. Pasmep ynakoBku
105-000850-00 R1: 4x20 mn + R2: 1x20 mn
105-000889-00 R1: 4x32 mn + R2: 4x8 mn
105-001625-00 R1: 4x48 mn + R2: 4x12 mn

LieneBoe Ha3HaueHue

AHanus in vitro Ans KONMYECTBEHHOTO OMNpeAeneHns KOHLEHTpaLuum obliero
GVIHVI[)\/GVIHB B CbIBOPOTKE W” nnasme 4enoseka Ha XUMUYECKUX
aHanusatopax Mindray cepuvm BS. OH npeaHasHayeH Ans nomowwv B
ANArHoOCTUKE U MOHUTOPUHre 3a60M1eBaHNIn NMEYEHN W XKENYHBIX nyTeﬁ,
ANArHOCTUKE N MOHUTOPUHIE XEeNTYyXU HOBOPOXAEHHbIX.

Kpatkas cnpaBka'?

BunupybuH obpasyeTcs B PETUKYNO3HAOTENMaNnbHOW cUCTEME  Npu
paspyweHnn CcTapbixX 3pUTPOLUTOB. YacTb rema oT remornobuHa u Aapyrux
reM-cozepxalumx 6enkos yaansetcs v metabonmsupyetcs B 6UnUpy6UH.
Mocne o6pa3zoBaHns GUAMPYGHH TPAHCMOPTUPYETCA B NEYeHb B KOMMIEKCe C
anbbyMMHOM. 3Ta dpakuns 6GuiupybuHa HasbiBaeTCs HeMpsiMbiM - UK
HEKOHbBIOTMPOBaHHbIM GUAMPYGMHOM. B neyeHn 6unnpy6uH ceasbisaeTcs C
F/IIOKYPOHOBOW KWUCNOTOW (MOHO- W AWIMIOKYPOHMAbI) C o6pasoBaHueM
KOHbBIOrMPOBaHHOTO 6unnpy6uHa npn noMowu depmenTa
ypuanHAnDbOChaTINIOKYpOHUNTpaHcdeppasbl.  KOHBbIOrMPOBaHHbIN  unn
npsMoit 6UNNPY6MH BbiaensieTcs yepes 6UNNapHyl CUCTEMY B KULLEYHUK,
rae Metabonusupyetcs GakTepusMW B rpynny COEAMHEHWii, KOTOpyio
Ha3bIBAlOT CTEPKOGUNMHOTeH. BbIBOAMTCA MPaKTUUECKM MOMHOCTbIO, U
CbIBOPOTOYHAS KOHUEHTPALMSA B HOPME HUYTOXHO Mana.

O6wwit 6unupybuH npeactaenseT coboit cymmy npsmoro 6unvpy6uHa n
HenpsiMoro 6unupybuHa. MamepeHue ypoBHs 6UNMpybuHa Mcronb3yeTcs
NPy AWarHOCTMKE U fleueHnn 3a6oneBaHuii MeyeHu, reMosMTUYEcKNX U
reMaTonornyeckux 3abonesaHwii, HapylweHwit MeTabonusma, BKYas
renaTuT 1 3aKynopKy XenuHblX NpoTokoB. OnpeaeneHue obulero 6unmpy6uHa
CbIBOPOTKM M MpsiMOro  6MnMpy6uHa (BOAOPACTBOPUMBIX MPOU3BOAHbIX
6unupy6uHa, Hanpumep, MOHO- U AWUFNIOKYPOHWAOB) MCMONb3yeTcs npu
AnddbepeHLnanbHoi AnarHocTuke renatura.
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MpuHUMN aHanusa
Peakuus ¢ AMasoTMPOBaHHOM cynbhaMnHoBoi kucnotoi (DSA)
H*, Surfactant

Bunupy6uH + conb AnasocoeanHerus %ASOﬁW‘IMpyﬁMH
3a cyeT MCNoNb30BaHUs cneunanbHoro MAB ANs yCKOpeHWst pacTBopUMOCTM
ces3asleroca 6unnpybuHa o6wmii GUNMpYy6brH C CoNbIO ANa3oHNUS B KUCIOWN
cpene obpasyeT OKpalleHHbI B KpPaCHbI LBET a306unnpybuH. Ysenuyerue
NOrNOLEHNs NPSIMO NMPOMNOPLMOHABHO KOHLLEHTPaUWN 6unnpy6uHa.
PeareHTbl U Tbl

R1: CynbdhamnHoBas KucnoTta 110 mmonb/n

ConsHas kucnoTa 10 r/n

R2:
3,5-aAnxnopheHnnanasonuns Tetpadropbopar 0,196 r/n

XpaHeHue u cTabunbHOCTb
Wcnonb3oBaTh A0 UCTEYEHUS CpOKa roagHoCT!, yKasaHHOro Ha 3TUKeTKe, Nnpu
XpaHeHun B HepacneyaTaHHOM Buae npu 2-8°C B 3alMLIEHHOM OT cBeTa
MecTe.
Mpn WCronb3oBaHMM B aHanWsaTope peareHTbl CTabuibHbI B TeyeHue
40 CyTOK NpW XpaHEHUM B OXNaXAGHHOM COCTOSIHUM Ha aHannsaTope.
Heo6xoanmo nsberaTb 3arpsasHeHmns.
He 3aMopaxwBaiiTe peareHT.
OT60p 1 noaroToeka o6pasuos
® Tunbl o6pasuoB
B kayecTBe Npo6 MOXHO MCMONb30BaTh CbIBOPOTKY UK nnasmy ¢ SATA.
m MoaroToBKa nepea aHa/M3oM
1.Heo6x0AMMO 1CMoNb30BaTh NOAXOASLUNE NPOBUPKN WM KOHTEHepb! Ans
c6opa npo6 M CneaoBaTb MHCTPYKUMSIM M3roToBWTens; WusGeratb
BO3/€CTBMA MaTepuanos NPo6MPOK MK APYrX KOHTeHepos ans cbopa
npo6.
2.Mpo6bl, coaepxalume 0canok, nepes npoBeaeHUeM aHannsa Heobxoanumo
UeHTpUdyrmposaTs.
3.06pasubl nocne cbopa W npeaBapuTenbHOi 06paboTku  cneayeT
npoaHanu3npoBaTh Kak MOXHO CKopee.
4.3awmwaiite o6pasubl OT BO3AENCTBUA CBETA.
® CtabunbHOCTb Npo6bl (Np re ceeTa):
1 aeHb npu 15-25°C
7 AHel npu 2-8°C
3 mecsiua npm (-25)-(-15)°C
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Ana 6onee ANUTENbHOrO XpaHeHusi Npobbl HEO6X0AMMO 3aMOpPO3UTbL MpU

Temnepatype (-20°C)*. Tpe6oBaHWsi K CTabunbHOCTM 06pasuos 6biin

YCTaHOBNIEHbI W3rOTOBUTENIEM W/WIM OCHOBaHbI Ha 3TanoHax, Kaxaas

nabopatopusi [0fKHA yCTaHaBNMBaTb CBOM COGCTBEHHbIE —KpUTEPUN

cTabunbHOCTM 06pasLoB.

MoaroToska peareHToB

PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.

BbINONHSTE NNaHOBOE TeXHMYECKOe OBUIyXMBaHME U  CTaHAapTHbie

onepauuy, BKIloYas KanubpoBKy 1 aHanu3 CUCTEMbl, YTOGbI rapaHTUPOBaTh

paboToCnoCco6HOCTb aHANUTUYECKO CUCTEMbI.

Heo6xoaumbie MaTepuansi, pble He npeacT B

Ha6ope

1.06bluHble nabopaTopHble MaTepuansl: Pactsop NaCl B KOHUeHTpauun
9 r/n (dbr3vonornyeckuii pacTBop), ANCTUNIMPOBaHHAas/ AeVOHN30BaHHas
BoAa.

2.Kanu6patop u KOHTponb: O3HAKOMbTECH C PA3AENOM MHCTPYKLMM MO
NpUMEHEHNIO peareHTos «Kannbposka 1 KOHTPOSb KayecTsa».

3.Xumnyeckne aHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyaosaHue o6LEero HasHaYeHus.

MeToanka KONMYECTBEHHOrO aHanusa

XUMUYecKne aHanu3aTopbl
MapameTpbl
-800
Tun aHanusa MeToA KOHEUHOMN TOYKM
Anvra BonHe! 546/605 HM
(nepBuyHas/BTOpPUYHas)
Hanpasnenue peakumn YBenuuenune
R1 200 mkn
Mpo6a wnn kanubpatop 3 mMKn

CwMelwuaiiTe, MHKY6UpyiTe npn 37°C B TeyeHne 5 MUH, onpenenvte
nornowenue Al, 3atem go6asbTe:
R2 50 mkn
TwaTenbHo nepemeluaiiTe, MHKYGUpyiiTe Npu 37°C B TeYeHne 5 MUH,
onpeaenuTe nornotiexHune A2,
3ateM paccuuTaiTe AA=(A2-Al)
TMapaMeTpbl 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 3KCAAyaTaLnn STUX aHanN3aTopos.
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Kanu6poska

1.PekoMeHayeTcs umcnonb3osaTb kanubpatop Mindray (CblBOPOTOUHbI
MynbTukanubpatop: 105-001144-00 unm apyrve noaxoasiume kanubpaTopbl)
1 9 r/n NaCl (bu3spacTsop) Ans ABYXTOHEUHOI Kannbposku. MHdopmauuio
0 npocnexunsaeMocTn CbiIBOPOTOHHOTO MynbTukanubpatopa Mindray cm. B
VHCTPYKLMM NO UCMONb30BaHMIo kanubpaTopa koMnaHuu Mindray.

2.YactoTta kannbposkmn

Kannbposka xuMmmueckux aHanusatopos BS-800 crabunbHa B TeuyeHue

npubnusntensHo 40 cyTok. [ns pasHbiX NpuBopoB CTabunbHOCTbL

KanMGpOBKM MOXET OTNM4YaTbCsi, KaXaoi naBopaTopun — cneayer

YCTaHOBUTL YacToTy Kanubposku B NapaMeTpax Npu6opa B COOTBETCTBUN

CO CBOMM PEXVMOM UCMO/b30BaHMS.

MoXeT MoHaaobuTbCsi MOBTOpHast KanubpoBKa MpU  BO3HUKHOBEHWM

cneayWwmnx o6CToATeNbCTB:

« Mpu M3MEHEHUM NapTUM peareHTa.

« CornacHo Tpe6oBaHWIO COBnoAaeMbIX MPOLEAYP KOHTPOns kadyecTsa
WM NPU BbIXOAE 3HAYEHUI [NIs  KOHTPONIbHOrO MaTepuana 3a
AonyCTUMble npeaensl.

o MpU  BbLINONHEHUM  KOHKPETHOW MPOUEAypbl MO  TeXHWYECKOMy
06CNYXMBAHWMIO MW YCTPAHEHWIO HEMCMPaBHOCTM  GMOXMMUYECKMX
aHanu3aTopos.

3.3HaueHns ans kanubpaTopa 3aBUCST OT MapTUM C COOTBETCTBYIOLUMMM
MOAENAMY, YKa3aHHbIMW B Tabnuue 3HaueHuii.

KoHTponb KauecTsa

1.PekoMeHayeTCS MCNOMb30BaTb KOHTPONbHBIA MaTepuan Mindray (KnuHuko-
XUMWUYECKMIA  MyNbTUKOHTPONb: 105-009119-00, 105-009120-00 wnwu
APYroi NOAXOASALMIA KOHTPONbHbINA Matepuan) Ans Nposepku 3 heKTMBHOCTN
npoueaypbl  M3MEpeHus; AOMOSHMTENILHO MOXHO WCMONb30BaTh Apyrue
NOAXOASILME KOHTPONbHbIE MaTepuabl.

2.PeKoMeHAYyeTCA NCMoNb30BaTh ABA YPOBHA KOHTPO/IbHbLIX MaTepuanos ans
aHanM3a Kaxaoi napTm o6pasuos. KpoMe TOro, KOHTPONbHbIN MaTepuan
CneayeT aHanM3MpoBaTh ANs KaXAOM HOBOW KannbpoBKM, Kaxaoro HOBOro
KapTpuaXa C peareHTaMu W MoCAe OMpeaeneHHoro TexHUYEeckoro
06C/yXMBaHNSA UK YCTPaHEHUs HEUCMPaBHOCTel, kak NoApO6HO onncaHo
B COOTBETCTBYIOWIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMbI.

3.B kaxaoi naGopaTopun cneayeT YCTaHOBUTb COGCTBEHHYK CXemy
KOHTPONIS KauecTBa 1 NOPSAOK BbIMONHEHNS KOPPEKTUPYIOWUMX AECTBIN,
€CN KOHTPONbHble MaTepuanbl He BOCCTaHaBNWBAlOTCS B npeaenax
[AONYCTUMBIX OTKNOHEHWIA.

2024-04, pyccxmii 2-4 P/N: 046-024175-00 (3.0)



mindray

AA=(A2-A1) obpasua unu kanubparopa.

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

Xumudeckuit aHanusatop cepun BS onpeaensieT usMeHeHue MornoueHus
(AA) v aBTOMaTMYECKM pacCYuUTbIBAET KOHUEHTpauuio obuiero 6unnpybuHa
AN Kaxaou npobbl nocne KanmbposKu.

KoaddurumeHT nepecyeta: mr/an x 17,1 = MKMOnb/n.

Passenenune

Ecnu 3HaueHue npobbl npesbiwaer 600 MkMonb/n, npoby Heo6xoAuMO
passectn pactsopom NaCl 9 r/n (cdwuspactsop) (Hanp. 1+4) u noBTOPUTL
aHanu3; noNyyeHHbli pesynbTaT YMHOXUTL Ha 5.

n

Tun npo6bi EAvHMUBI n3MepeHuns

CbiBOpOTKa/nnasma B3pocnble < 23,0 MkMonb/n
MNpeanonaraemoe 3Ha4YeHue NoJTy4eHO Ha 0CHOBe pedepeHcHoro 06pasua, 1
KoMnaHusa Mindray noaTeepanna 3To 3HaYeHKe C ucnons3osaHnem 160 npo6,
B3ATbIX Y Ntofeli B Kutae.

Kaxaas nabopatopus A0MKHa YCTAHOBWTL CBOM COBCTBEHHbIE pedepeHCHble
VHTEPBaibl B 3aBUCMMOCTM OT €e KOHKDETHOrO PAacrionoXeHus
NONy/NSAUMOHHBIX XapaKTEPUCTMK, MOCKOMbKY NpeanoiaraeMble 3HaueHus
MOTYT OT/IMYATLCS B 3aBUCMMOCTM OT reorpaduu, packl, Noia u Bospacra.
Pa6oune xapaKTepucTukm

B AHanMTUueckas YyBCTBUTE/IbHOCTb

AHanuTUYeCKasi HyBCTBUTENIbHOCTL HaGopa /15t ONpeaesieHnsi KOHLIEHTPaLMmI
obero 6unupybuHa Ha aHanusatope BS-800 cocrtaBnser 1,7 MKMONb/N.
AHanuTMYeckas 4yBCTBMTEILHOCTb  OF TCA  KaK
KOHLIEHTPaLNs aHanuTa, Mo KOTOPOM MOXHO OTAMYMTL Obpasel, He
coaepxalmit 3T0T aHanuT. OHa paccuuTbiBaeTCA Kak 3HauyeHue, Ha 3
CTaHAAPTHBIX OTK/IOHEHS NP cpenHee , NoyyYeHHoe
13 20 MOBTOPHLIX aHanM30B MPobbl, HE COAEPXALUero aHanusuMpyemoro
BelecTsa.

B [1nanasoH usMepeHni
Cuctembl Mindray cepumn BS ob6ecneuvsatoT cneaytowmii AnanasoH
NMHerRHoCTM:

Tun npo6bl EAMHMUbI M3MepeHus
CbIBOpOTKa/NNasmMa 1,7-600 MkMonb/n
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Cwmetuaiite npoby C BbICOKO KOHLiEHTpaLmeit (nprubnusmrtensHo 600 MKMONb/n) ©
npo6oit € HWM3KOM KOHUeHTpauueir (< 1,7 MKMONb/N) B PpasHbIX
COOTHO AN noj cepuu [ . KoHueHTpauus obuiero
6uMpy6uHa Kaxaoro passefieHUsi ONpPeAensieTcsi C MOMOWbIO CUCTEMbI
Mindray, AvanasoH NMHENHOCTM [AEMOHCTpUpyeTcs C KO3 hULMEeHTOM
koppensumn r = 0,990. Peructpupyembiii AnanasoH  cocTaBnseT
1,7-3000 mkmMonb/n.

B [peunsnoHHOCTb

MPeuLmn3noHHOCTb OnpeAensnacs C MOMOWbIO CeAyioLero 0A06peHHoro
CLSI pykoBoacTsa EP05-A38, kaxaas npoba aHanuanposanach no 2 pasa 3a
oAHy o6paboTky, 2 o6paboTku B cyTku, Bcero 20 cyToK. [laHHble
NPELM3MOHHOCTM KOHTPO/IbHBIX MaTepuanos Ha BS-800 npuseaeHb! Huxke .

)4

Tun o6pasuos CpepaHee

(N=80) (wkmonn/n)  SP v % S v %
(Mkmonb/n) (MkMonb/n)
Kowponereit g oy 0,22 1,17 0,43 2,28
ypoBeHb 1
KoutponbHBi g5 76 0,94 1,01 2,21 2,38
YPOBEHb 2

*PenpeseHTaTuBHbIE AaHHbIE, Pe3yNbTatbl, MoMy4eHHble Ha pasHbIX MpUGopax u &
Pa3Hblx 1abopaTopusix MOryT OTINYaTLCS.

B AHanuTMueckas cneunduyHoCTb

Mpo6bl C PasnMUHON KOHUEHTPALMEN MELaloero BellecTsa roToBuIn
nyTeM Ao6GaBNeHWs Melaluwero KOMMOHeHTa K MynaMm uenoBeyeckoit
CbIBOPOTKY, M OTCYTCTBMEM 3HAUMMOrO MelLalolLero BO3AECTBUS CUUTaNoCh
BOCCTaHOB/IEHNE B npeaenax + 10% OT COOTBETCTBYIOWIErO KOHTPO/IbHOTO
3HauEHNs!.

He HabnwoAanu 3HauMMOro MELLAoLWero BO3AEHCTBUS yKasaHHbIX Aanee
BeWecTs NpU MCCIEA0BaHUAX BMECTe C HUMM C MCMO/b30BaHWEM AaHHOi
METOA0N0rMN. [laHHble MCCeA0BaHUs MELLAoWMX MaTepuanos Ha BS-800
npuBeAeHbI HMXe.

Mewarowans KoHueHTpauua OTHocuTenbHoe

Mewarowee
BeuecTso KOHUEHTpauMsa  aHanuTa OTKNIOHEHNe
(mr/an) (MkMonb/n) (%)*
AcKopb1HOBas KucioTa 10 81,07 -1,06
WHTpanunua 1000 81,59 -0,73

*Penpe3eHTaTnBHbIe AaHHbIE, Pe3ynbTaTbl, MONyHYEHHbIE Ha PasHblX Mpuéopax u B
Pa3HbIX 1a6OPATOPHSIX MOTYT OTANYATBCS.
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Bil-T (DSA) mindray
B oueHb peakux cnyyasx raMMmonaTtvsi, B 4acTHOCTU Tun IgM, moxeT
NPUBECTU K HEHAAEXKHbIM pe3ynbTaTam’.

u CpaBHeHWe MeToA0B

ViccnenosaHyst KOPPENsILMM BbIMOHSIIMCE C UCMO/b30BaHNEM 006pPeHHOro
CLSI pykoBoactBa EP09-A38. Cuctema Mindray (aHanusatop Mindray
BS-2000/peareHT Mindray Bil-T) (y) 6bina conoctaeneHa C cuCTeMOi
cpaBHeHus (aHanusaTtop Roche cobas c701/peareHT Roche T-Bil) (x) c
MCNO/b30BaHNEM O/MHAKOBbLIX 06pasuUoB CbiBOPOTKM. CTaTucTUyeckue
AaHHble, NoJTyYeHHbIe JIMHEHO perpeccueit, nokasaHbl B Tabnuue Huxe*:

¥ X TTH e
perpeccum koppensuum (r) (N) (MKMons/n)
y = 0,9631x+4,7111 0,9976 100 2,94-544,24

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

WHTepnpeTauusa pesynbTaToB

Ha pesynbTaTbl MOryT BAMSTL IEKAPCTBEHHbIE CPEACTBA, 3a60/1eBaHNUS WK
3HAOreHHble BewecTsa’®. ECAM  rpadguk peakunn OTK/IOHSeTCs  oT
HOPMa/IbHOTO, PEKOMEHIYETCs MPOBECTU MOBTOPHLIA aHanu3 U NPOBEpPUTL
pesyneTar.

Mpepynp W Mepbl np: TOp ™

1. Tonbko ANs AMarHoCTUKY in vitro. ins npodeccuoHanbHoro naéopaTtopHoro
NpUMEHEHNs!.

Heo6xo0anMo coboaaTb Mepbl MPeA0CTOPOXHOCTM NpU paboTe co Bcemm
NabopaTopHLIMIA peareHTamm.

. Y6eauTech B LI€NIOCTHOCTM YNaKoBKM Nepes NCrosib3oBaHunem Habopa. He
ncronb3yiiTe Habopbl C NOBPEX/IEHHO YNakoBKoii. Mckitounte Bo3aelicTemne
Ha peareHTbl MPSIMOTO COMHEYHOrO CBETA M MX 3aMopaxwusaHue. Mpu
Heco6noAeHNN  COOTBETCTBYIOWMX — YCNIOBMIt  XpaHeHWsi  peareHToB
no/y4eHne KOPPEKTHbIX PE3y/bTaToB aHaNn308 He rapaHTUpyeTCs.
Ecnu peareHTbl b1 HenpeaHaMepPeHHO OTKPLITbI A0 MCMONb30BaHNs,
XpaHWTe UX MI0THO 3aKPbITbIMK NpU TemnepaType 2-8°C 1 3allMLLEeHHbIMU
OT cBeTa. B 3TOM cnyyae MX CTabWUbHOCTE He OTAMYaeTcs OT
CTabUNLHOCTMA MPU UCTONB30BAHMN.

He ponyckaiiTe cMelWMBaHNs peareHToB U3 pasHbiX NapTuil U $hnakoHos.
He ucnonb3yiiTe peareHTbl Nocie UCTEYEHMS UX CPOKA FOAHOCTU U AaTbl
MCMonb30BaHNs. He fonyckaiiTe CMELINBAHUS CBEXMX PEareHToB C yxe
MCONb3YEMbIMM.

~

w

»

i
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-T (DSA) mindray
WN3b6eraiite o6pasoBaHns NeHbl.

6. CneayeT oxuaaTb NOTEPO CTabUNBHOCTU UK yXY/LIEHWEe KayecTsa npu
HannM4ymn BMAUMbIX NPU3HAKOB YyTEYKM, BbiNaaeHMs 0CaAKOB MNKM pocTa
MWKPOOPraHM3MOB, a TakXxe ecnmn Ka}'IVIGDOEKa VNN KOHTPO/IbHbIE ONpeaeneHns
He COOTBETCTBYHOT KPUTEPUAM, YKasaHHbIM B NNCTKe-BKIaablle IA/IAI'IIA ans
cuctembl Mindray.

7. Haﬂe)KHOCTh pe3ynbTaToB aHanusa He rapaHTuMpyetca B Clyyae
HECOGHIOIJEHVIH VIHCTP\/KLWIVI, npuBeAeHHbIX B AAHHOM JINCTKe-BKNaablwe.

8. 3anpelwaetca npornatbiBaTb. W3beraiTe KOHTakTa C KOXel w
CNU3UCTBIMK 0605104 KaMK.

9. Mpwu cnyyaitHOM nonajaHuv peareHTa B rnasa Unu poToBYH MONOCTb, a
TaKXe Ha KOXY HeMea/leHHO 06unbHO ﬂpOMO%Te NnopaxeHHble y4acTKun
60n1blWKMM KONMYECTBOM BOAbI. Mpy HEO6X0AMMOCTU 06paTUTeCh K Bpayy
AN NONyYeHUs MeAULIMHCKOW NMOMOLLN.

10.MNacnopT 6e30onacHOCTM MaTepuana NpefocTaBnsieTcs NpoheccroHanbHOMY
nonk30BaTesio Mo 3anpocy.

11.ywmmaauv|;| BCeX 0TX0AO0B AOJ/IKHA NpPOM3BOAUTBCA B COOTBETCTBMWM C
MEeCTHbIMM Npasunamn.

12.Becb 4enoBeyeckwit MaTepuan CreayeT CuMTaTb  MOTeHUMasbHO
VNHDEKLMOHHBIM.

13.Bce BbisIBNIEHHbIE PUCKM BbUIM CHIKEHbI HACTONbKO, HACKOMbKO 3TO
BO3MOXHO 6€3 HEeraTMBHOTO B/IMSIHUS Ha COOTHOLIEHME MOJb3bl U pUCKa, 1
06LWNit OCTATOUHBIN PUCK ABNAETCA NPUEMIEMBIM.

14.0 nto6oM CepbesHOM MHUMAEHTE, MpousolWeAWeM B CBS3U C 3TUM
YCTPOIACTBOM, HeOo6Xx0ANMO cOO6LaTL MPOU3BOAMTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPO/ OTHOCWTCS NO/Ib30BaTeNb W/UAW NaLMUeHT.

15.370T Habop COAEPXMT KOMMOHEHTbI, Knaccuduumpyemble B COOTBETCTBUM
c PernameHTtom (EC) N2 1272/2008 cneaytowmm o6pasom.

OnacHo!

H314 | BbI3bIBAET TAXKENbIE OXKOrM KOKMU U MOBPEXAEHUe rnas.

NMpodmnakmnka:

P260 He BabIxaTh TyMaH/napbl/aspo3onu.

P264 Mocne paboTel TlaTeNbHO NPOMOITE BCE MOABEPKEHHbIE
BO3/AENCTBMIO YacTu Tena.
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P280 HapeBaiiTe 3alwWTHble nepyaTky, 3alUTHYIO OAEeXAY,
3aWnTy ANs Mas v nuua.

Mepbl pearmpoBaHus:

P301+P330 MNPV MPOTNATBLIBAHWUW: Mpononowwute poT. HE

+P331 BbI3blBaiiTe PBOTY.

P303+P361 NPW NOMALAHUN HA KOXY (1nv Bonockl): HemeaneHHo

+P353 CHUMMTE BCIO 3arps3HeHHyio oaexay. MpomoiiTe Koxy

BOAOW/NOA AylweM.

MPU MONAOAHUN B MNA3A: OCTOPOXHO MpOMblBaiiTe

P305+P351 BO/ZIO HECKONTbKO MUHYT. YAanuUTe KOHTaKTHbIE UH3bI,

+P338 ©C/IN OHW eCTb U Nerko cHuMatTca. MpogonxkuTte

npoMbiBaHue.

HemeaneHHo o6paTutece B TOKCMKONOMMYECKUIA

P310 LIEHTP/k Bpauy/MeAnUMHCKOMY paboTHUKY/

CcneLuanucTy CKopoii NoMoLm

MocTupaiiTe 3apaxeHHylo oaexAay nepes ee MoBTOPHbIM

P363

MCMOSIb30BaHUEM.

MPU BAbIXAHWW: BbiBeaWTe NOCTpPaaaBLUEro Ha CBEXUIA
P304+P340

BO34yX 1 obecneybTe KOM(OPTHbIE YCNOBUA AbIXaHMS.
YTnnusaums:

YTUAU3NPYIITE COAEPKNMOE/KOHTENHED B Pa3pellieHHbIX
P501 MecTax c60pa OMacHbIX UM ChelnanbHbIX OTXOA0B B
COOTBETCTBUM C N106bIMU MECTHBIMM MPaBUIaMu.
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Keep away from sunlight
Indicates a medical device that needs protection from light sources
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2024-04, pyccxmii 2-10 P/N: 046-024175-00 (3.0)



Bil-T (DSA) mindray
Be6-caitT: www.mindray.com
Ten.: +86-755-81888998; dakc: +86-755-26582680
MpeacrasuTtens B EC: Shanghai International Holding Corp. GmbH
(Espona)
Appec: Eiffestrape 80, Hamburg 20537, lepmaHus
Ten.: 0049-40-2513175; ®akc: 0049-40-255726
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